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M3o6peTeHne othocmtca k Meflni_\nHe n MO)KeT 
6biTb Mcno/ib30BaHO npn neneHnn runoroHaflaribHbix v\ 
ayroHaflaribHbix my>khmh c apeKTMjibHOM py\cdpyHKi\v\e\A 
m noHM>KeHHbiM jiMSnflo. flna 3Toro BBOfl5iT npenapaT 
TecTOCTepOHa Hpeci<o>KHO b Biifle BOflHO-cnupTOBoro 
rena, coflepwamero (Bec.%): TecTOCTepoH 0,1-10; 
M3onponMjiMMpncTaT 0,1-5; 3TaH0/i 30-98 m 
3arycTMTenb 0,1-5 b coneTaHMM c nHrn6nTOpOM 



c|)occt)OflM3CTepa3bi Tuna 5. B KanecTBe MHrn6nTOpa 
(t>oco>OflM3CTepa3bi Tuna 5 kicnojib3yiOT npenapaTbi 
CMjifleHactJHjia u,nTpaTa. Cnoco6 no3BOJifleT 
o6ecneHMTb noBbiweHue scJ^cJdgkthbhoctm jie«neHM*i 3a 
cneT co3flaHMfl onTMMaribHOM K0Hi4eHTpai4MM 

TeCTOCTepOHa BO B3aHMOflefiCTBHl1 C MHrM6MTOpaMM 
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(54) METHOD FOR TREATING MALE PATIENTS FOR ERECTILE DYSFUNCTION AND HIGH LIBIDO 



(57) Abstract: 

FIELD: medicine. 

SUBSTANCE: method involves transcutaneously 
introducing testosterone preparation as water-and 
alcohol gel having (in % by weight) testosterone 



0.1-10; isopropyl myristate 0.1-5; ethanol 30-98 
and thickener 0.1-5 in combination with type 5 
phosphodiesterase inhibitor. Sildenaphil citrate 
is applied as type 5 phosphodiesterase inhibitor. 
EFFECT: enhanced effectiveness of treatment. 
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06nacTb, k kotopom othocmtca M3o6peTeHne 

HacToamee M3o6peTeHne othocmtca k cnoco6y neMeHMfl apeicrmibHOM fli/iccfryHKmii/i h 
noBbiLueHMfl nn6nflo y My>KHuiH. 

npeflnocbiriKM co3AaHMfl ui3o6peTeHi*m 
5 A. CeKcyanbHafl aKTMBHOCTb, speKTi/inbHafl flwcct>yHKLV/ifl ("ED") m nn6nflo y My>KHMH 
1. CeKcyanbHaa aKTMBHOCTb m ED 

TepMMH "ceKcyaribHafl aKTi/iBHocTb", npi/iMeHfleMbiii b flaHHOM onuicaHMM, KaK npaBi/ino, 
OTHocMTcn k cnocoSHOCTM My>KHMH nepe>KMBaTb cocTOflHiie opra3Ma, CnOC06HOCTM K apeKLiMM, 
MfiM k cnocoSHOCTM 3aHMMaTbCfl MacTyp6ai4i/ieii mjim ynacTBOBaTb b nonoBOM aKTe. 
10 "MMnoTeHLii/ifl" npeflCTaBjineT co6om bma h e flocraTOH h om ceKcyanbHofi aicruiBHocTui. 

MMncrreHLii/m, mhm "speKTiinbHafl auicct>yHKi4um", KaK ynoTpe6nneTCfl b aaHHOM onncaHnn, KaK 

npaBMJIO OTHOCI/ITCfl K HecnOC06HOCTM My>KHMHbl flOCTMHb 3peKI4MM C flOCTaTOHHOM pMrMflHOCTbK) 

npi/i BarMHaribHOM npoHMKHOBeHMM b 25% cnynaeB mjim 6onee ot MMcna nonbiTOK. 

npuiMepHo y 45 MuinnuioHOB ais/iepi/iKaHCKi/ix My>KHi/iH b tom mjim mhom CTeneHM Ha6moflaeTCfl 
15 apeKTHjibHan fliiccfcyHKLii/m. npeflnono>KMTenbHo, no MeHbwefi Mepe, 10 MmiriMOHOB 

aMepuKaHCKuix My>KHMH - oKono 9% B3pocnoro HaceneHnq - cTpa^aeT MMnoTeHi^MeM. Mmcjio 
(6oribHbix) yBenMHMBaeTCfl c B03pacTOM. TaK, MMnoTeHLineCi CTpaAaeT 10% LuecTHflecflTuineTHMx 
My>KHMH, 25% ceMMflecflTMjieTHMx, 40% BocbMHflec^THjieTHMx i/i 6onee nonoBMHbi 
flGBflHocToneTHi/ix. y Monoflbix nap cnynaii MMnoTeHLiMM cocTaBnflK>T okojio 7%. y oahom TpeTi/i 
20 My>KHMH 6onee CTapLuero B03pacTa, nonynaKHHiix MeflMKaMeHT03Hoe neneHi/ie, TaioKe 
Ha6rnoflaK)TC5i TpyflHOCTM c 3peKL\neM. 

3a nocneflHee aecflTi/ineTiie HaMeTi/inuicb nepcneKTi/iBbi jieMeHMfl cnynaeB MMnoTGHi4MM. 

06blHHblM 3flpaBblM CMblCJl npi/IBblK OTHOCMTb nOHTM BCe CnyHai/1 MMnOTeHLIMM Ha cneT 

ncMxonornHecKMx cfraKTopoB. B HacToamee Bpeivm no oi^eHKaM nccneflOBaTerieM okojio 70-80% 
25 cnynaeB MMnoTeHi^MM Bbi3biBaeTCfl npe>Kfle Bcero mg^m 141/1 hckm m m npo6reMaMM. Oaicropbi pucKa 
b cnynae MMnoTeHi4MM BKmonaiOT rnnoroHaflH3M, aTepocKnepo3, rnnepTeH3MK), caxapHbiM 
flna6eT, flenpeccMK) m flpyrne 3Mom/ioHanbHbie mjim ncMxonornHecKMe 3a6oneBaHi/ia, 
xMpyprnnecKyK) onepamiK) Ha nonenHbix noxaHKax, noHeHHyio HeflocTaTOHHOCTb, pacceflHHbifi 
CKnepo3, yflap, HeKOTopbie Bi/iflbi anmiencMM m anKoronn3M. flpyrwM cfeaicropoM pwcKa ABnaeTCfl 
30 npi/ieiw pflfla neKapcTBeHHbix BemecTB, BKmoMaa cepfleMHo-cocyflMCTbie npenapaTbi, 

neKapcTBeHHbie BemecTBa, aeficTByioLni/ie Ha ijeHTpanbHyio HepBHyjo cucTeMy, HeKOTopbie 
ropMOHaxibHbie npenapaTbi, repoMH m KOKauiH. 

B HacTOflmee BpeMfl 90% Bcex cnynaeB MMnoTeHi^MM jienaT c noMou^bio VIAGRA® 
(cnnfleHact>miLiMTpaT USP). flpyrwe neKapcTBeHHbie BemecTBa, npuiivieHMMbie flrifl reneHMq 
35 m m noTeH 14M m , BKfiK)HaK)T, ho 6e3 orpaHMHeHMfl: neHTOKCnc})MnnMH (TRENTAL®), moxmm6mh 
ruflpoxjiopHfl (ACTIBINE® YOCON®, YOHIMEX®), anoMopc|DMH (UPRIMA®), anbnpocTaflum 
(cMCTeMa MUSE®, TOPIGLAN®, CAVERJECT®), nanaBepMH (PAVABID®, CRESPAN®) m 
c|)eHTOJiaMiiH (VASOMAX®, REGITIN®). 

3tm c|3apMaLieBTMHecKMe npenapaTbi MMeioT pa3nnHHbie ctDM3MonornHecKMe MexaHM3Mbi 

40 

fleficTBHfl. HanpMMep, 4)M3MonornHecKMM MexaHM3M apeKL^MM neHnca BKmonaeT BbifleneHMe 
OKCMfla a30Ta ("NO") b neu^epMCToe Teno bo Bpeivm ceKcyaxibHOM CTMMynfli^MM. 3aTeM NO 
aKTMBMpyeT cf)epMeHT ryaHnnaTi_iMKna3y, hto Bbi3bmaeT noBbiiueHHbiM ypoBeHb LiMKjiMHecKoro 
ryaH03MHMOHoct)occfDaTa ("cGMP"), penaKcai^MK) rnaflKMx MbiLui^ b neu^epncTOM Tene m Bbi3biBaeT 
npnTOK KpoBM. VIAGRA® He OKa3biBaeT penaKCMpyioLi^ero ac|Dc|3eKTa Ha oTflenbHoe nemepiicToe 
Teno nenoBeKa, ho yBenMHMBaeT B03fleMCTBne NO, nHrn6npyfl ct>occt)OflM3CTepa3y Tuna 5 
("PDAS"), KOTopa^i OTBeTCTBeHHa 3a pa3no>KeHMe cGMP b nemepwcTOM Tene. Kor^a 
ceKcyanbHa^ CTMMynflL^Mfl Bbi3biBaeT noKaribHoe BbifleneHMe NO, MHrn6MpoBaHne PDE5 c 
noMOLUbK) cMfiAeHacfDMna npMBOflMT k noBbiiueHHbiM ypoBH^M cGMP b neujepitcTOM Tene, 
Bbi3biBayi penaKcai^nio rnaflKnx Mbiuji_i n npiiTOK kpobm k nemepi/icTOMy Teny. HanpoTMB, 
UPRIMA® qenneTC^ aroHMCTOM pei^enTopa flonaMMHa, KOTopbiM fleiiCTByeT Ha LjeHTpanbHyK) 
HepBHyK) CMCTeMy. ripw BcacbiBaHMM m TpaHcnopTe b M03r UPRIMA® i/iHMLjMMpyeT LjenHbie 
peaKLjMM, KOTopbie b pe3ynbTaTe ycunuiBaiOT npnTOK kpobm k My >kckm m reHMTannqivi m 3peKi_iMK). 
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B cooTBeTCTBMM c HacTOflmi/iM M3o6peTeHneM TecTocTGpoH 0Ka3biBaeT 6naroTBopHoe 
cf)M3MOJiorMMecKoe BriMflHMe m CTMMyriMpyeT KaK ceKcyanbHyK) MOTMBai_inK) (T.e. nn6nflo), TaK m 
ceKcyanbHyK) aKTMBHOCTb. 

2. CeKcyanbHaa MOTMBaLiMfl m nn6nflo. 

5 B TO BpeMfl KaK TGpMMHbl "ceKCyaJlbHafl aKTMBHOCTb" M "MMIIOTeHLlMfl" OnMCblBaK)T 

c|DM3MOJiorMHecKoe fleiicTBMe, TepMMHbi "ceKcyanbHa^ MOTMBai4Mfl" n "ni/i6i/iflo" onMCbiBaioT 
ncMxonornHecKoe flencTBue. "J1m6mao" mjim "ceKcyanbHaa MOTMBai4i/ifl", npMMeHneMbie b flaw-ioM 
onucaHi/in, npeflCTaBjiqioT co6om napaivieTp, M3MepaeMbiM fljiMTejibHocTbK), nacTOTOM m Mepofi 
ceKcyaxibHbix rpe3, npeflBKyweHMeM ceKca, cJitimptom m ceKcya/ibHbiM B3anMOfleMCTBneM. 

10 KaK o6cy>KflaeTCfl Bbime, xota Bpanw nonaraKrr, hto apeicrMj-ibHaa AMccfryHKLiMfl b nepByio 
onepeflb Bbi3BaHa c|3M3MonorMHecKMM MexaHM3MOM, HeKOTopbie cnynaM Bee eme othocht 3a cneT 
ncHxonornnecKnx npMHMH. KpoMe OToro, noHi/iwem-ioe nn6nflo MO)KeT TaioKe 6biTb peaKi^Mew Ha 
BneMaTneHMfl ot MMnoTeHLiMM. K coKaneHMK), ochobhom ynop npw neneHMM apeicmjibHofi 
flnccf)yHKiJiMM TaKMMM cfeapMaMeBTMHecKMMM npenapaTaMM, KaK VIAGRA®, qenaeTcq Ha 

15 4)M3MonorMHecKOM MexaHMKe flocTMweHMfl m noflflep>KaHi/m speKLjMM m coBceM mjim noHTM He 
o6pamaeTC5q BHMMaHMe Ha noBbnueHne ceKcya/ibHOM MOTMBai^MM mjim jim6mao My)KHMH, 
CTpaflaKJLMMX apeKTuribHOM flMccfryHKLiMeM. CneflOBaTeribHO, coxpaHneTCfl Heo6xoflM MOCTb b 
neneHMM HapymeHMM ceKcyanbHOM aKTMBHOCTM, HanpMMep MMnoTeHi^MM, TaKMM o6pa30M, 
KOTopbiM no3BonyieT npeofloneTb KaK ct»M3MonorMHecKMe, TaK m ncMxororMHecKMe npo6neMbi, 

20 cBA3aHHbie c HapyiueHMeM. 

Pnfl KjiMHMHecKMx MccneflOBaHMM, BKTiK)HaK)iHMx 3aMeHy TecTOCTepoHa y n/inoroHaflanbHbix 
My>KHMH, flan y6eflMTeribHoe AOKa3aTenbCTBo Toro, hto TecTocTepoH wrpaeT porib KaK b 
ceKcyaxibHOM MOTMBai4MM jimSmao, TaK m b ceKcyaxibHOM aKTMBHOCTM. HanpMMep, MccneflOBaTeriM 
coo6iMariM, hto 3aMeHa TecTOCTepoHa npMBOflMT k ycMneHHbiM ceKcyanbHbiM ct>am-a3MqM, 

25 noriOBOMy B036y>KflG h m k) m >KenaHMK), cnoHTaHHOM apeKLiMM bo Bpeivm cHa m yTpoM, 3flKyrmi4MM, 
ceKcyaxibHOM aKTMBHOCTM b npMcyTCTBMM mjim b oTcyTCTBMe napTHepa, opra3My bo Bpeivm 
KOMTyca mjim MacTyp6ai4MM. Cm. b LjenoM Christiansen, Behavioral Correlates of 
Testosterone, Testosterone: Action, Deficiency, Substitution 109-111 (1998). 
B. CMHTe3, MeTa6ojiM3M m peryjifiLiMa TecTOCTepoHa 

30 TecTocTepoH, ochobhom aHflporeH b kpobm My>KHMH, cm HTe3M pyeTCfl M3 xojiecTepMHa. Okojio 
500 mmjijimohob KneTOK JleMflMra b AMMKax ceKpeTM py k)t 6onee 95% M3 6-7 Mr npoflyMMpyeMoro 
b fleHb TecTOCTepoHa. flBa Bbipa6aTbiBaeMbix rMnoct»M30M ropMOHa, jiK)TeMHM3MpyioLi4MM topmoh 
("LH") m c|30JiJiMKyjiocTMMyjiMpyioLMMM ropMOH ("FSH"), Tpe6yK)TCfl flj-m pa3BMTMfl m noflflepwaHMfl 
TecTMKynfipHOM cfryHKLjMM m HeraTMBHo peryjiMpyjoT npoflyKijMK) TecTOCTepoHa. MMpKynMpyroLi^MM 

35 TecTocTe poH npeBpamaeTCfl ( MeTa 6on m 3 m py eT) b pa3riMHHbie 1 7-KeTocTepoMflbi flByivm 

pa3J1MHHblMM nyTflMM. TeCTOCTepOH MO>KeT MeTaGOJI M3M pOBaTb B flMrMflpOTeCTOCTepOH ("DHT") 

nofl fleMCTBMeM 5a-peflyKTa3bi mjim b acTpaflMon ( H E2 H ) noq fleMCTBMeM KOMnjieKca apoMaTa3bi. 
98% TecTOCTepoHa \\\a pKyji m pyeT b kpobm b BMfle TecTOCTepoHa, CBq3aHHoro c 6ejiKOM. y 

My>KMMH OKOJIO 40% CBfl3aHO C 06 J1 afla \0 LL^M M BblCOKMM CpOflCTBOM mo6yJ1MHOM, CBfl3blBaK)LMMM 

40 nojioBbie ropMOHbi ("SHBG"). OcTanbHbie 60% cna6o CBfl3aHbi c anb6yMMHOM. CjieflOBaTenbHO, 
pflfl noKa3aTejieM mo>kho nojiyHMTb b kjimhmhgckmx naSopaTopM^x. TepMMH H CBo6oflHbiM H 

TeCTOCTe pOH npMMeHflKDT B flaHHOM OnMCaHMM K TOM HaCTM TeCTOCTepOHa B KpOBM, KOTOpafl He 

CBq3aHa c 6ejiKOM. TepMMH "oSlmmm TecTocTepoH" mjim "TecTOCTe pOH " , npMMeHfleMbiM b flaHHOM 
onMcaHMM, o6o3HanaeT CBoSoflHbiM TecTOCTe pOH njiioc TecTOCTe pOH , CB«3aHHbiM c 6enKOM. 
45 TepMMH "SMOflocTynHbiM TecTocTepoH", npMMeHfleMbiM b flaHHOM onMcaHMM, othocmtcji k He 
CBH3aHHOMy c SHBG TecTOCTe poHy m BKnjonaeT TecTocTepoH, cjia6o CBA3aHHbiM c ajib6yMMHOM. 

MHTepBaJIbl KOHL^eHTpai4MM TOPMOHOB y HOpMaJIbHblX (3flOpOBblX) B3pOCJ1blX My>KHMH flaHbl B 

npeflCTaBneHHOM HM>Ke Ta6nMue MeflMUMHCKoro UeHTpa UCLA-H arbor: 



50 



Ta6jini^a 1 

ypOBHM TOpMOHOB y 3flOpOBblX My>KHMH 



fOpMOH HOpMa/lbHblM l/IHT6pBa/1 



TecTOcrepOH 298-1 043 Hr/flji 

CBo6oflHbiPi TeCTOCTepOH 3,5-17,9 Hr/fln 
DHT 31-193 Hr/flji 



CTpaHHL\a: 4 



RU 2 303 981 C2 



OTHOiueHne DHT/T 


0,052-0,33 


DHT+T 


372-1 349 Hr/flji 


SHBG 


1 0,8-46,6 HMOJib/n 


FSH 


1,0-6,9 MEfl/Mji 


LH 


1,0-8,1 MEfl/wiji 


E 2 


17,1-46,1 nr/M/i 



B coo6maeMbix b riMTepaType CBeAeHi^mx o nonynepuiofle cymecTBOBaHMfl TecTocTepoHa b 
opraHM3Me Ha6nK)flaeTCfl 6orbLiJOM pa36poc ot 10 flo 100 mmhyt. 1/lccneflOBaTenn, oflHaKo, 
cornacHbi, hto ypoBeHb TecTocTepoHa b kpobm 3flopoBbix Monoflbix jirOflePi MeHfleTca b TeneHuie 

10 cyTOK. MaKCMManbHbie ypoBHM Ha6riK)flaK)TCfl okojio 6.00-8.00 nacoB yTpa, m b TeneHMe aha 
ohm yMeHbLuajOTCfl. Ha xapaKTepi/icTi/inecKi/ix KpuBbix MaKCMManbHbifi ypoBeHb TecTocTepoHa 
cocTaBji^eT 720 Hr/fln, a MMHMMaribHbiM 430 Hr/fln. OflHaKo c|DM3MoriorMHecKoe 3HaMeHne 3Toro 
cyTOHHoro LjMKna, ecnui TaKoe cymecTByeT, HeflCHo. 

C. ypoBHM TecTocTepoHa m ceKcyanbHoe noBefleHMe/ ceKcyanbHafl aKTMBHocTb 

15 TaK KaK noKa3aHo, hto noBbnueHne koh l^g ht pa i\\a m TecTocTepoHa MeHfleT ceKcyanbHyK) 
aKTMBHocTb m nn6nflo, wccneflOBaTenM M3yMann cnoco6bi flocTaBKM TecTocTepoHa b opraHM3M 
My>KHMH. 3tm cnoco6bi BKriK)HaK)T BHyTpi/iMbiLueHHbiG MH"beKi_ji/in (43%), nepoparibHoe 
B03MeiHGHne (24%), MMnjiaHTaL\nfl rpaHyn (23%) m TpaHCflepManbHbie nnacTbipn (10%). 3tm 
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Ta6nnL\a 2 


Cnoco6 npMMeHeHM* m fl03npOBKa paaniiMHbix npenapaTOB TecTocTepoHa 


npenapaT 


Cnoco6 npMMeHeHMq 


n on Han 3aMemaK>Lnafl fl03a 


npMM6H6Hkl6 B KJlMHMKe 






TecTocTepoH aHam-oaT 


BHyTpuMbiiueHHasq MHteKi^iiq 


200-25,0 r Ka>Kflbie 2-3 Hefle/iM 


TecTOCTepOH Lji/inwoHaT 


BHyTpMMblUJeHHan MHbeKL^iq 


200 Mr xaxcflbie 2 Heflenn 


TecTOCTepOH yHfleicaHoaT 


nepopanbHo 


2-4 Kancy/ibi no 40 Mr b fleHb 


TpaHCflepManbHan wieM6paHa c TecTOCTepOHOM 


Mepe3 CKpOTanbHyio KO>Ky 


1 Mew6paHa b fleHb 


TpaHCflepMarbHan wieM6paHa c TecTOCTepOHOM 


Mepe3 HecKpOTanbHyio KO>Ky 


1 MJ1M 2 CMCTeMbl B fleHb 


MMnnaHTaTbi TeCTocrrepOHa 


HMnjiaHTai^iifl nofl KO>Ky 5pioujhom nonocTM 


3-6 nMnjiam-aTa no 20 Mr Kax<flbie 6 Mec?iL\eB 


BO BpeMfl pa38MTM« 






TeCTOCTepOH L\M KTI OflGKCTp klH 


n0flT3f13blHH0 


2,5-5 Mr flBaxcflbi b fleHb 


TecTOCTepOH yHfleicaHoaT 


BHyTpiiMbnueMHan nHteKi^nq 


1 000 Mr Kax<flbie 8-10 Hefle/ib 


TecTOCTepOH 6ynnicnaT 


BHyTpMMbnueHHa* HHbeKi^wn 


1000 MrKa>Kflbie 12-16 Heflerib 


TecTOCTepOH MMKpoafcepbi 


BHyTpMMbiiueHHasi nHbeKL\nyi 


31 5 Mr b TeneHne 1 1 Heflenb 


BbnueflLune M3 ynoTpe6neHnq 






1 7a-MeTMjiTecTOCTepoH 


nepopanbHo 


25-5,0 r b fleHb 


<DjiyOKCHMeCTpOH 


ri0flT3fl3blHH0 


10-25 Mr b fleHb 




nepopanbHo 


10-20 Mr b fleHb 



OflHaKo Bee coBpeMeHHbie MeTOflbi B03MeLneHum (BocnonHeHuiq) TecTocTepoHa MMeioT oflMH 
HeflocTaTOK mjim 6onee. HanpMMep, noflKo>KHbie MMnnaHTaTbi b BMfle rpaHyn mjim mht^gklimm 

CflO>KHblX 3C|DMpOB 6one3HeHHbl M Tpe6yK)T BM3MT3 K BpaMy. MHOrMe M3 3TMX MeTOflOB, TaKMe KaK 

nepopanbHbie/nofl"bfl3biMHbie/TpaHc6yKKaribHbie npenapaTbi m Me jot HewenaTenbHyK) 
4)apMaKOKMHeTMMecKy»o KpMByio - o6pa30BaHMe KOHL^eHTpai^MM TecTocTepoHa HM>Ke 
4)M3MoriorMMecKMx noc/ie B03Bpau^eHM^i K6a30BOM jiMHMM. TpaHCflepMaribHbie nnacTbipn 
(MeM6paHbi) flaK)T (jDapMaKOKMHeTM^ecKMe xa paKTe pmctm km HM>Ke orrn/iMaribHbix, CTaBqu^Me b 
3aTpyflHMTeribHoe noxioweHMe MHorMx nai^MeHTOB m cBA3aHHbie co 3HaMMTeribHbiM 
pa3flpa>KeHMeM ko>km. CneflOBaTeribHo, xo™ Heo6xoflMMocTb b 3<Jx|DeKTMBHOM MeTOflonorMM 
BocnoxiHeHMfl TecTocTepoHa cyu^ecTByeT b TeneHwe flec^TMneTMM, anbTepHaTMBHan 
3aMecTMTe/ibHan TepanMfl, KOTopan npeoflonena 6bi 3tm TpyflHocTM, TaK m He co3flaHa. 
Cyu^HocTb M3o6peTeHMq 

HacTOflinee m 306 peTe h m e othocmtca k TpaHCflepMaxibHOMy npenapaTy TecTocTepoHa b BMfle 
BOflHo-cnMpTOBoro rerifl, npMMeHeHMe KOToporo no3BonfieT npeofloneTb TpyflHOCTM, 
accoLiMMpyeMbie c flpyrMMM MexaHM3MaMM flocTaBKM TecTocTepoHa, 3a cneT, cpeflM npcwero, 
3aflaHHOM cjDapMaKOKMHeTMMecKOM kpmbom npM oTcyTCTBMM Ko>KHoro pa3flpa>KeHMfl. Tenb MO>KHO 
npMMeHATb KaK cnoco6 noBbiiueHMq ceKcyanbHOM aKTMBHocTM, BioiKDMaq neneHMe speKTMribHOM 
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fluccjDy HK14MM , m noBbiiueHMfl nn6nflo nyTeM yBenuiHeHi/ifl ypoBH* TecTocTepoHa y My>KHi/iH. 
noMMMo 3Toro, re/ib mo>kho npMMeHflTb b coneTaHMM c 4)apMai4eBTkiMecKMMM npenapaTaMM, 

nOMOraKDLUMMM npM neMeHMM SpeKTWIbHOM fll/ICCfcyHKLim/l, TaKMMI/1 K3K VIAGRA®, flJlfl nOBblLUeHMfl 
MX 3Ct)(|)eKTMBHOCTM. 

5 KpaTKoe onMcaHne cfwryp 

Ha d>l/ir.1(a) M3o6pa>KeHbi 24-MacoBbie ctDapMaKOKMHeTumecKuie Kpi/iBbie flrm TecTocTepoHa y 
runoroHaAaribHbix MywmiH flo renei-ii/m c noMou^bK) 5,0 r/fleHb AndroGel, uinui 10 r/fleHb 
AndroGel®, mhm nnacTbipq c TecTOCTepoHOM (rpynna, HaMMHajou^an neMeHMe). 

Ha <t>W~.1(b) M3o6pa>KeHbi 24-MacoBbie clDapMaKOKMHGTMMecKMe KpMBbie flrm TecTocTepoHa y 
10 runoroHaflanbHbix My>KHMH b nepBbiti fleHb neneHi/m c noMou^bio 5,0 r/fleHb AndroGel®, mjim 10 
r/fleHb AndroGel®, mjim njiacTbipa c TecTOCTepoHOM (rpynna, HaniiHaiOLnafl jieneHne). 

Ha d>W~.1(c) M3o6pa>KeHbi 24-nacoBbie cf)apMaKOKMHeTMHecKMe KpMBbie flrm TecTocTepoHa y 
runoroHaflanbHbix My>KHMH Ha 30 fleHb neneHi/m c noMou^bK) 5,0 r/fleHb AndroGel®, 10 r/fleHb 
AndroGel® mjim nnacTbipn c TecTOCTepoHOM (rpynna, HaniiHaiOLnafl neneHuie). 

Ha OHr.1(d) M3o6pa>KeHbi 24-MacoBbie cpapMaKOKMHeTMHecKne KpuBbie flrm TecTocTepoHa y 
mnoroHaflanbHbix My>KHMH Ha 90 fleHb neHeHum c noMoujbK) 5,0 r/fleHb AndroGel®, mjim 10 
r/fleHb AndroGel®, mjim nnacTbipq c TecTOCTepoHOM (rpynna, HaniiHaiOLnafl jieneHne). 

Ha 0l/ir.1(e) M3o6pa>KeHbi 24-nacoBbie cjDapMaKOKMHeTMHecKne Kpi/iBbie flrm TecTocTepoHa y 
20 runoroHaAanbHbix My>KHMH Ha 180 fleHb neneHMq c noMombio 5,0 r/fleHb AndroGel®, mjim 10 
r/fleHb AndroGel®, mjim nnacTbipq c TecTOCTepoHOM (rpynna, 3aKaHMi/iBaiomafl neneHMe). 

Ha OI/ir.1(f) M3o6pa>KeHbi 24-MacoBbie cjDapMaKOKi/iHeTMMecKMe KpMBbie flrm TecTocTepoHa y 
runoroHaflanbHbix My>KMMH b 0, 1, 30, 90 11 180 fleHb ne«-ieHi/m c noMombio 5,0 r/fleHb AndroGel®. 

Ha OHr.1(g) M3o6pa>KeHbi 24-nacoBbie ctDapMaKOKMHeTMHecKne Kpi/iBbie flrm TecTocTepoHa y 
25 rnnoroHaflanbHbix Mywm/iH b 0, 1, 30, 90 m 180 fleHb neMeHMq c noMombio 10,0 r/fleHb 
AndroGel®. 

Ha <t>W~.1(h) M3o6pa>KeHbi 24-MacoBbie cfDapMaKOKMHeTumecKne Kpi/iBbie flrm TecTocTepoHa y 
rnnoroHaflaribHbix My>KMMH b 0, 1, 30, 90 m 180 fleHb neMeHum c noMou^bK) nnacTbipq c 

TeCTOCTepOHOM. 

30 Ha <t>l/ir.2(a) M3o6pa>KeHbi 24-MacoBbie cjDapMaKOKi/iHeTumecKi/ie KpwBbie flrm CBo6oflHoro 
TecTocTepoHa y mnoroHaflanbHbix My>KHMH b 1 fleHb neneHkm c noMou^bK) 5,0 r/fleHb 
AndroGel®, mhm 10 r/fleHb AndroGel®, mjim njiacTbipa c TecTOCTepoHOM (rpynna, HaHWHaiOLnafl 
neneHMe). 

Ha <l>Mr.2(b) M3o6pa>KeHbi 24-nacoBbie c(DapMaKOKMHeTMHecKi/ie KpMBbie flrui CBo6oflHoro 
35 TecTocTepoHa y mnoroHaflanbHbix My>KHMH Ha 30 fleHb neneHMfl c noMOLi^bio 5,0 r/fleHb 

AndroGel®, nni/i 10 r/fleHb AndroGel®, urn nnacTbip* c TecTOCTepoHOM (rpynna, HanwHaiOLnafl 
neneHMe). 

Ha 0kir.2(c) M3o6pa>KeHbi 24-nacoBbie c|DapMaKOKMHeTMHecKMe KpuBbie fliifi CBo6oflHoro 
TecTocTepoHa y runoroHaflaribHbix My>KHMH Ha 90 fleHb neneHMfl c noMou^bio 5,0 r/fleHb 
AndroGel®, 10 r/fleHb AndroGel® mjim nnacTbipn c TecTOCTepoHOM (rpynna, HaHMHajomafl 
neneHne). 

Ha d>W~.2(d) M3o6pa>KeHbi 24-nacoBbie c(DapMaKOKMHeTMHecKMe KpMBbie arm CBo6oflHoro 
TecTocTepoHa y runoroHaflaribHbix My>KHMH Ha 180 fleHb jieneHmR c noiviombK) 5,0 r/fleHb 
45 AndroGel®, mhm 10 r/fleHb AndroGel®, mjim nnacTbipq c TecTOCTepoHOM (rpynna, 
3ai<aHHi/iBaK>Lnafl neneHMe). 

Ha 0Mr.2(e) M3o6pa>KeHbi 24-MacoBbie c(3apMaKOKMHeTMHecKMe KpMBbie nnn CBoSoAHoro 
TecTocTepoHa y runoroHaflaribHbix My>KHMH b 0, 1, 30, 90 m 180 fleHb neHeHi/ifl c noMou^bK) 5,0 
r/fleHb AndroGel®. 

50 Ha OMr.2(f) M3o6pa>KeHbi 24-nacoBbie (jDapMaKOKMHeTMHecKi/ie KpMBbie flfifl CBoSoflHoro 
TecTocTepoHa y rnnoroHaflaribHbix My>KHMH b 0, 1, 30, 90 m 180 fleHb neneHMfl c noMou^bK) 
10,0 r/fleHb AndroGel®. 

Ha *Mf.2(g) M3o6pa>KeHbi 24-nacoBbie ctDapMaKOKMHeTMHecKi/ie KpuBbie fljui TecTocTepoHa y 
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runoroHaflaribHbix my>khmh b 0, 1, 30, 90 m 180 AeHb neneHMq c noMombio nnacTbipq c 

TeCTOCTepOHOM. 

Ha Ol/ir.3 M3o6pa>KeHbi KpMBbie KOHLiem-pai-iMM DHT b ahm c 0 no 180 y runoroHaflaribHbix 
My>KMMH, nonyMaiOLUMx nn6o 5,0 r/fleHb AndroGel®, mjim 10 r/fleHb AndroGel®, uinui nnacTbipb c 
5 TecTocTepoHOM (rpynna, HaMMHaiounap neMeHMe). 

Ha OMT.4 M3o6pa>KeHbi KpMBbie koh i\e HTpa l\ia m DHT/T b ahm c 0 no 180 y runoroHaflaribHbix 
My>KMMH, nonyMaiOLUMx rin6o 5,0 r/fleHb AndroGel®, unui 10 r/fleHb AndroGel, mjim nnacTbipb c 
TecTocTepoHOM (rpynna, HaMMHaiOLi^afl neMeHMe). 

Ha 0MT.5 M3o6pa>KeHbi KpMBbie KOHi_ieHTpai_iMM TOTanbHoro (o6mero) aHflporeHa (DHT/T+T) b 
10 flHM c 0 no 180 y runoroHaflaribHbix i\/iy>KMMH, nonyMaioiUMx jim6o 5,0 r/fleHb AndroGel, mjim 10 
r/fleHb AndroGel, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaioLna* neMeHMe). 

Ha 0MT.6 M3o6pa>KeHbi KpMBbie KOHi^eHTpamiM E 2 b ahm c 0 no 180 y runoroHaflaribHbix 
My>KHMH, nonynaiOLUMx jim6o 5,0 r/AeHb AndroGel®, mjim 10 r/fleHb AndroGel®, mjim nnacTbipb c 
TecTocTepoHOM (rpynna, HaMMHaiomafl neneHne). 
15 Ha 0MT.7 M3o6pa>KeHbi KpMBbie KOHi_ieHTpai_iMM SHBG b ahm c 0 no 180 y ninoroHaAanbHbix 
My>KHMH, nonynaiOLUMx jimSo 5,0 r/AeHb AndroGel®, mjim 10 r/AeHb AndroGel®, mjim nnacTbipb c 
TecTocTepoHOM (rpynna, HaHMHaiomafl neMeHMe). 

Ha OHr.8(a) M3o6pa>KeHbi KpMBbie KOHi^eHTpai^MM FSH b ahm c 0 no 180 y My>KHMH c 
nepBMHHbiM rMnoroHaAM3MOM, nonynaiOLi^Mx jim6o 5,0 r/AeHb AndroGel®, mjim 10 r/AeHb 
AndroGel® nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaiomafl neMeHMe). 

Ha OMr.8(b) M3o6pa>KeHbi KpMBbie KOHL\eHTpai_jMM FSH b ahm c 0 no 180 y My>KMMH co 
BTOpMMHbiM ranoroHaAH3MOM, nojiynaiOLUMX jimSo 5,0 r/AeHb AndroGel®, mjim 10 r/AeHb 
AndroGel® ) MJ1M nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaioinaa neMeHMe). 
25 Ha OI/ir.8(c) M3o6pa>KeHbi KpMBbie KOHL^eHTpaL\MM FSH b ahm c 0 no 180 y My>KMMH c 
bo3 pacTH bi m rMnoroHaAH3MOM, nonynaiOLMMx jim6o 5,0 r/AeHb AndroGel®, mjim 10 r/fleHb 
AndroGel®, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaioinaa neMeHMe). 

Ha OI/ir.8(d) M3o6pa>KeHbi KpMBbie KOHi_ieHTpai_iMM FSH b ahm c 0 no 180 y My>KMMH c 
rwnoroHaAM3MOM HeM3BecTHoro npoMcxo>KAeHMfl, nonyMaioiUMx nw6o 5,0 r/AeHb AndroGel®, 
30 mjim 10 r/AeHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaHMHaiou^afl neMeHMe). 

Ha 0MT.9(a) M3o6pa>KeHbi KpMBbie KOHi_ieHTpai_iMM LH b ahm c 0 no 180 y My>KMMH c nepBMHHbM 
rwnoroHaAM3MOM, nonynaiomiMX jim6o 5,0 r/AeHb AndroGel®, jim6o 10 r/AeHb AndroGel, mjim 
nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaiomafl neMeHMe). 

Ha 0MT.9(b) M3o6pa>KeHbi KpMBbie KOHi^eHTpai^MM LH b ahm c 0 no 180 y My>KHMH co 

35 (S\ 

BTopMHHbiM rMnoroHaAM3MOM, nojiynaiOLi^Mx jim6o 5,0 r/AeHb AndroGel , jim6o 10 r/AeHb 
AndroGel®, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaiomafl neMeHMe). 

Ha OMr.9(c) M3o6pa>KeHbi KpMBbie KOHi_ieHTpai_\MM LH b ahm c 0 no 180 y My>KMMH c 
bo3 pacTH bi m TMnoroHaAH3MOM, nonynaiOLUMx jim6o 5,0 r/AeHb AndroGel®, jim6o 10 r/AeHb 
40 AndroGel®, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaiomafl neMeHMe). 

Ha OHr.9(d) M3o6pa>KeHbi KpMBbie KOHi_jeHTpai_jMM LH b ahm c 0 no 180 y My>KMMH c 
rMnoroHaAM3MOM HeM3BecTHoro npoMcxo>KAeHMfl, nonynaiOLUMx jim6o 5,0 r/AeHb AndroGel®, 
jim6o 10 r/fleHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM (rpynna, HaMMHaiomafl neMeHMe). 

Ha OUT. 10(a) M3o6pa>KeHbi KpMBbie OLjeHOK (3HaneHMM) ceKcyaribHOM MOTMBai^MM b ahm c 0 no 
45 180 y My>KHMH c rMnoroHaAM3MOM, nonynaiOLMMX jimSo 5,0 r/AeHb AndroGel®, 7,5 r/AeHb, 10 
r/AeHb AndroGel®, mjim njiacTbipb c TecTocTepoHOM. 

Ha <t>l/l l~. 10(b) M3o6pa>KeHbi KpMBbie o6lu;mx oi^eHOK (3HaMeHMM) noriOBoro BneMeHMfl b ahm c 0 
no 180 y TMnoroHaAaribHbix My>KMMH, nonynaiOLi^Mx jim6o 5,0 r/AeHb AndroGel®, 7,5 r/AeHb, 10 
r/AeHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM. 

Ha OUT. 10(c) M3o6pa>KeHbi KpMBbie OLjeHOK (3HaneHMM) ceKcyaribHoro yAOBjieTBopeHM* b ahm 
c 0 no 180 y TMnoroHaAaribHbix My>KHMH, nonyHatou^Mx jim6o 5,0 r/AeHb AndroGel®, 7,5 
r/AeHb, 10 r/AeHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM. 

Ha 0W~. 11(a) M3o6pa>KeHbi KpMBbie oi^eHOK (3HaMeHMM) ceKcyaribHOM aKTMBHocTM b ahm c 0 
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no 180 y ruinoroHaflaribHbix my>kmmh, nonyMaiOLiiMX jiui6o 5,0 r/fleHb AndroGel®, 7,5 r/fleHb, 10 
r/fleHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM. 

Ha 0kir.11(b) M3o6pa>KeHbi KpMBbie ol\ghok (3HaMeHMM) acfxfceKTa yflOBn eTBo pe h m a apeKLiueft 
b flHM c 0 no 180 y rnnoroHaflanbHbix My>KHMH, nonynaiOL^Mx nn6o 5,0 r/fleHb AndroGel®, 7,5 
r/fleHb, 10 r/fleHb AndroGel®, mjim nnacTbipb c TecTocTepoHOM. 

Ha 0kir.11(c) M3o6pa>KeHbi KpiiBbie oi^eHOK (b npoLjeHTax) apeKi^MM b ahm c 0 no 180 y 
riinoroHaflanbHbix My>KHMH, nojiynaiOLUMx nn6o 5,0 r/fleHb AndroGel®, 7,5 r/qeHb, 10 r/fleHb 
AndroGel® mjim nnacTbipb c TecTocTepoHOM. 

noflpoSHoe onwcaHMe M3o6peTeHHfl 

Xota HacTOflLnee M3o6peTeHne MoweT 6biTb BonnomeHo bo MHorwx pa3fiMHHbix cfeopMax, b 
flaHHOM onucaHMM o6cy>KflaeTCfl HecKonbKo KOHKpeTHbix Bapi/iaHTOB M3o6peTeHMfl, ho c yneTOM 
Toro, hto HacTOflinee onuicaHMe cneayeT paccMaTpuiBaTb TOJibKo KaK noqcHeHMe Ha npuiiviepax 
npnHL^nnoB M3o6peTeHMfl, He npeTeHflyiomee Ha orpaHMMeHMe flaHHoro M3o6peTeHMfl 
Mnn K)CTpn pye m bi mm npMMepaivm. 

HacToamee M3o6peTeHne othocmtca k cpapMai^eBTi/iMecKOM KOMno3MLinn arm BBefleHMfl nepe3 
Ko>Ky, coflep>Kai4eM TecTocTepoH b BOflHo-cni/ipTOBOM rene, npnroflHOM arm neneHMq 
apeKTMjibHOM flMccpyHKLiMM m HapyiueHMM nn6Mflo. B LUMpoKOM acneiae HacTOflLnero M3o6peTeHnq 
b aHaSonnnecKOM mjim KaTa6onnHecKOM nyTM o6MeHa TecTocTepoHa MoryT npMMeHflTbca flpyme 
CTepoMflbi (HanpuMep, aHflpocTeHeAMOH, aHflpocTeHeflMon, flernflpoaniiaHflpocTepoH, 
npeHeHonoH m DHT). Terib coflep>KMT oai/ih mjim 6onee hm3lumm cni/ipT, TaKOM KaK 3TaHOJi mjim 
M3onponaHon; areHT, ycmiMBaiOLUMM BcacbiBaHMe; 3arycTMTenb; m BOfly. I~Iomi/imo 3Toro, 
HacTOflinee M3o6peTeHMe MoweT, npw Heo6xofln moctm , coflepwaTb conn, ivmrHMTejiM, 
CTa6MriM3aTopbi, aHTMMMKpoSHbie cpeflCTBa, apoiviaTMHecKMe BemecTBa m flucnepraTopbi. 

BemecTBo, "ycmiMBaKDLnee BcacbiBaHMe (npoHHKHOBeHne)", "oHxaHcep BcacbiBaHMq", 
npeflCTaBnfleT co6om areHT, M3BecTHbiw KaK ycKopi/uenb flocTaBKM neKapcTBeHHoro BeujecTBa 
Mepe3 Ko>Ky. 3tm areHTbi TaioKe Ha3biBaK>T ycKopMTenM, afl-bioBaHTbi m npoMOTopbi cop6ijw/i, m b 

flaHHOM OnMCaHMM MX 06"beflMHflK)T nOfl 06LHMM Hd3BdHMeM "oHxaHcepbi". 3tot Knacc areHTOB 

BKjiK>MaeT areHTbi c pa3niiHHbiMM MexaHM3MaMM flewcTBuq, BKnioHafl MexaHM3Mbi, yjiymuaioiUMe 
pacTBopuiMocTb m flMcJxt>y3MOHHyK) cnoco6HocTb neKapcTBeHHoro BemecTBa, m MexaHM3Mbi, 
noBbiLuaK)Lnne BcacbiBaHMe Mepe3 Ko>Ky 3a CHeT M3MeHeHMfl cnocoSHocTM poroBMflHoro cnofl 
yflep>KMBaTb Bnary, cMflrneHMq ko>km, yBenuiHeHMfl npoHni^aeMocTM ko>km, fleMCTByjoiuMe KaK 
BenjecTBa, cnocoScTBytou^Me npoHMKHOBeHMK) (BcacbiBaHMK)), mjim oTKpbiBatoniMe Bonoc^Hbie 
cponjiMKyribi, mjim M3MeHflK)LHMe cocTo^HMe ko>km, HanpMMep norpaHMHHoro cnofl. 

YcMjiMTenb (oHxaHcep) BcacbmaHMq no HacTOflmeMy M3o6peTeHMK) npeflCTaBnqeT co6om 
cpyHKLjMOHanbHoe npoM3BOflHoe >kmphom KMcnoTbi, KOTopoe BKnjonaeT M30CTepMMecKMe 

MOflMCfDMKaL^MM >KMpHblX KMCflOT MJIM HeKMCJIbie npOM3BOflHbie >KMpHOM KMCJIOTbl no Kap60KCMJlbHOM 

cpyHKLjMOHanbHOM rpynne mjim mx M30CTepMHecKMe MOflMcpMKaLjMM. B oahom BapMaHTe 
M3o6peTeHMq cfDyHKLjMOHanbHoe npoM3BOflHoe >kmphom kmcjiotn npeqcTaBnyieT co6om 
HeHacbi meHHyK) ajiKaHOByK) KMcnoTy, b kotopom -COOH-rpynna 3aivieL4eHa ee cpyHKi^MOHajibHbiM 

npOM3BOflHblM, TaKMM KaK CnMpTbl, nOJIMOJlbl, aMMflbl M MX 3aMeLL^eHHblMM npOM3BOAHblMM. 

TepMMH ">KMpHafl KMcnoTa" o6o3HaMaeT >KMpHyK) KMCJiOTy, coflep>KaL4yK) ot MeTbipex (4) ao 
ABaflL^aTM neTbipex (24) aTOMOB yrjiepoqa. 

HeorpaHMHMBaKDLnne npMMepbi aHxaHcepoB BcacbiBaHMe BKnioHatOT >KMpHbie kmcjioth C8- 
C22, TaKMe KaK M30CTeapMHOBa« KMcnoTa, oKTaHOBafi KMCJioTa m ojieMHOBa^ KMCJioTa; >KMpHbie 
cnMpTbi C8-C22, TaKMe KaK oreMjioBbiM cnMpT m naypMjioBbiM cnMpT; HM3LUMe ajiKMjioBbie acfiMpbi 
>KMpHbix kmcjiot C8-C22, TaKMe KaK 3TMjioneaT, M3onponMjiMMpMCTaT, SyTMjncTeapaT m 
MeTMnjiaypaT; flM(HM3LUMe)ajiKMnoBbie acfiMpbi flMKap6oHOBbix kmcjiot C6-C8, TaKMe KaK 
flMM3onponMnaflMnMHaT; MOHorriMi^epMflbi >KMpHbix kmcjiot C8-C22, TaKMe KaK 
rnMi^epMjiMOHOJiaypaT; acjDMp TeTparMflpoct»ypct>ypMjiOBoro cnMpTa m noiiM3TMjieHrjiMKOJifl; 

nOJ1M3TMJieHrjlMKOJ1b, nponMJieHrjIMKOJIb; 2-(2-3TOKCM3TOKCM)3TaHOJi; MOHOMeTMJlOBblM 3C(3Mp 

flM3TMneHrjiMKonn; ajiKMjiapMnoBbie acpMpbi nojiM3TMjieHOKCMfla; MOHOMeTMjioBbie acfDMpbi 
nojiM3TMjieHOKCMfla; flMMeTMjioBbie sc^Mpbi nojiM3TMjneHOKCMfla; flMMeTMncyjibcpoKCMfl; rnMi^epMH; 
3TMnai^eTaT; aqeToyKcycHbiM scfDMp; N-ajiKMnnMppoiiMflOH; m TepneHbi. 
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3arycTMTenn, npwvieHfleMbie b aaHHOM onncaHnn, MoryT BKjiioHaTb aHi/ioHHbie noriMMepbi, 
TaKuie KaK noriMaKpunoBayi KuicnoTa (CARBPOL® ot B.F.Goodrich Specialty Polymers and 
Chemicals Division of Cleveland, Ohio), Kap6oKCMMeTnni_ienriK)no3a m T.n. flpyrwe 
3arycTMTenn, aHxaHcepbi i/i afl"bK>BaHTbi mo>kho, KaK npaBuno, Haw™ b Remington's The 

5 Science and Practice of Pharmacy, Meade Publishing Co., United States 
Pharmacopeia/National Formulary. 

KoMno3i/ii_ii/iK) npwvieHflKrr b "ct>apMaKOJiori/mecKi/i 3c|x|3eKTi/iBHOM KonumecTBe". 3to 03HaMaeT, 
mto KOHi^eHTpai^Mq TecTocTepoHa TaKOBa, mto b KOMno3ML\nii 3to b pe3ynbTaTe o6ecnem/iBaeT 
TepaneBTMMecKMM ypoBeHb neKapcTBeHHoro BemecTBa, flocTaBj-meivioro b TeMeHMe BpeMemi, 

10 oSycnoBjieHHoro npuiMeHqeMbiM reneM. TaKaa AOCTaBKa 3aBMCMT ot pafla nepeMeHHbix, 

BKrifOMaq BpeMfl, b TeHeHi/ie KOToporo cneflyeT ncnorib30BaTb MHfluiBMflyaribHyio cTaHflapTHyjo 
fl03y, CKopocTb BbifleneHMq TecTocTepoHa M3 rerm, rmomaflb noBepxHOCTH nprnvieHeHMfl n T.fl. 
HeoSxoflMMoe Koni/inecTBO TecTocTepoHa mo>kho onpeflenMTb OKcnepuMeHTaxibHO, wcxoflfl M3 
ckopoctm npoxo>KfleHMfl neKapcTBeHHoro BemecTBa nepe3 rexib m nepe3 KO>Ky b cnynae 

is npMMeHeHum c SHxaHcepaMM m 6e3 hmx. 

OflMH TaKOM renb coBceM HeflaBHO CTan BbinycKaTbca b Coefli/tHeHHbix LUTaTax nofl ToproBOM 
MapKOM AndroGel® (Jdmpmom Unimed Pharmaceuticals, Inc., Deerfield, Illinois, 
o6naAaTeneM flaHHofi 3a«BKM. B oahom Bapi/iam-e M3o6peTeHMfl rerib coflep>KMT cneayioLnuie 
Beu^ecTBa b npi/iiwepHbix Koni/ mecTBax: 



25 





Ta6jini^ 3 


CocTaBAndroGel® 


BeinecTBO 


KojiMHecTBO (Bec/Bec) Ha 100 r rerm 


TecTOCTepOH 


1,0r 


Kap6onon 980 


0,90 r 


H30nponnn MMpucTaT 


0,50 r 


0,1 N NaOH 


4,72 r 


3TaHon (95 Bec.%) 


72,5 r* 


OMMii^eHHan Boqa (qs) 


100 r 


* CooTBeTCTByeT 67 r 3TaHona 



CnemiariMCT b flaHHOM o6nacTM TexHMKM noHi/iMaeT, hto Koni/iHecTBeHHbiM cocTaB stom 
peLierrrypbi Mo>KeT MeHHTbCH, npoflojiwafl cooTBeTCTBOBaTb flyxy m ocTaBancb b oS-beMe 
flaHHoro M3o6peTeHnn. Hanpuiiviep, KOMno3i/ii_iiifl MoweT coflepwaTb okojio 0,-10,0 r 
TecTocTepoHa, okojio 0,1-5,0 r CARBOPOL, okojio 0,1-5,0 r i/i3onpontuiMi/ipiicTaTa i/i okojio 
30,0-98 r aTaHOJia. 

TepaneBTMHecKM scJxJjeKTi/iBHoe KonwHecTBo rejin nonb30BaTejib BTMpaeT Ha flaHHOM ynacTKe 
ko>km. ConeTaHiie ni/moct>mibHoro TecTocTepoHa c boa h o-c n i/i pTo b bi m reneM cnoco6cTByeT 
npoflBM>KeHMK) TecTocTepoHa k BHeujHMM cjionM ko>km, r,qe oh BcacbiBaeTCfl, a 3aTeM MeflJieHHO 
BbiflenfleTCfl b kpobotok. KaK noKa3biBaK)T flaHHbie, npi/iBefleHHbie b flaHHOM onucaHwn, rejib no 
flaHHOMy M3o6peTeHMK) MMeeT npojiOHrnpoBaHHoe flewcTBHe. 

ToKCMHHocTb ui TepaneBTi/iHecKyio 3c[)<t)eKTHBHocTb TecTocTepoHa mo>kho onpeflejiMTb 
CTaHflapTHbiMM cjDapMai^eBTMHecKMMM MeTOflaMM, Hanpniviep MeTOflaMM onpeflejieHiifl 
LD 50 (jieTajibHa^ qo3a fljifl 50% nonyjini^MM) m ED 50 (TepaneBTMHecKM scpcpeKTMBHafi fl03a b 
cnynae 50% nonyji«L(MM). CooTHOLueHMe Me>Kfly TOKcunecKHM m TepaneBTMHecKMM 3c|x}DeKTaMn 
npeflCTaBjifleT co6om TepaneBTunecKHM MHfleKc m Mo>KeT 6biTb Bbipa>KeH KaK oTHoiueHMe 
LD 50 /ED 5 o. npeflnoHTMTenbHbiMM *BjiflK)TCfl coeflMHeHMfl c SojibLUMM TepaneBTMHecKMM 

MHfleKCOM. XOTfl COeflMHeHMfl C noSOHHbIM TOKCMHeCKMM fleMCTBMeM MO)KHO npMMeHJRTb, Hy>KHO 
C06jlK)flaTb OCTOpO>KHOCTb npM C03flaHMM CMCTeMbl flOCTaBKM, KOTOpafl flOCTaBJlfleT TaKne 

coeflMHeHMfl k nopa>KeHHOM TKaHM, HTo6bi cBecTM k MMHMMyMy noTeHi^iiajibHoe noBpe>KfleHiie 
Hen hc}dm u\n poBaHH bix KjieTOK m, TeM caMbiM, yivieHbLUMTb no6oHHoe fleMCTBMe. 

HacTOflmee M3o6peTeHne flonojiHMTerbHo mijiK)CTpMpyK)T HM>KenpnBefleHHbie npi/iMepbi, 
KOTopbie Hejib35i paccMaTpwBaTb KaK orpaHMHMBaKDLi^Me. ripn npaKTMHeCKOM npMMeHeHMM 
HacTOflmero M3o6peTeHMfl, ecjiw He yKa3aHo MHaHe, uicnojib3yK>T o6biHHbie MeTOflbi 
4)apMaKonorMM m cjua pMai^eBTM km , M3BecTHbie cnemianncTaM b AaHHOM o6jiacTM TexHMKM. 

ripMMepbi 
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npuiMep 1: CnocoS noBbiLuemifl ceKcyanbHOM aKTMBHocTM m jim6mao y rnnoroHaflanbHbix 

My>KMMH 

OflMH Bapi/iaHT HacTonmero M3o6peTeHnq BKjiK)HaeT TpaHCflepMaribHoe npnivieHeHMe 
AndroGel® KaK cnoco6 noBbiweHMfl ceKcyaribHOM aKTHBHoc™ m j-im6mao y ruinoroHaflaribHbix 
My>KMi4H, He Bbi3biBaK)i_MMM 3aMeTHoro pa3flpa>KeHM5q ko>km. 

B AaHHOM npMMepe Bbi6npaiOT ui ui3yMaK)T My>KMMH b 16 i^eHTpax CoeflumeHHbix LUTaTOB. 
Bo3pacT 6onbHbix cocTaBnqeT 19-68 neT, ui npn cKpuiHMHre mx eflMHMMHbie ypoBHM yTpeHHero 
cbmopoTOMHoro TecTocTepoHa MeHbLue mjim paBHbi 300 Hr/flji (10,4 HMonb/ji). Bcero 
3aperncTpuipoBaHo 227 6oribHbix, npoui3BoribHo pa3fleneHHbix Ha rpynnbi: 73, 78 n 76 MenoBeK, 
noriyMaK)L4Mx 5,0 r/fleHb AndroGel® (flocTaBrmtomero K Kowe 50 Mr/fleHb TecTocTepoHa, M3 
KOTopbix BcacbiBaeTCJi okojio 10% mjim 5 Mr), 10 r/fleHb AndroGel® (flocTaBjiflioLnero k Ko>Ke 100 
Mr/fleHb TecTocTepoHa, M3 KOTopbix BcacbiBaeTca okojio 10% mjim 10 Mr) mjim nnacTbipb 
(HaKnaflKy) c ANDRODERM® TecTocTepoHOM ("T-HaKnaflKa (nnacTbipb)", flocTaBjiaioLUMM 50 
Mr/fleHb TecTocTepoHa) cooTBeTCTBeHHo. 

KaK noi<a3aHo Ha npeflCTaBjieHHofi HM>Ke Ta6nMi^e, HeT cymecTBeHHbix, cB*3aHHbix c 
rpynnaMM pa3 nnHMM Me>Kfly McxoflHbiMM (6a30Ban jimhma) xapaicrepMCTMKaMM. 



Ta6/iMi^a 4 



Ba30Bbie xapaKTepucTMioi ninoroHaflanbHbix My>KHMH 



rpynna o6pa6oTKM 


T-njiacTbjpb 


AndroGel® (5,0 r/ fl eHb) 


AndroGel® (10,0 r/ fl eHb) 


Mucno 6anbHbix b rpynne 


76 


73 


78 


Bo3pacT (neT) 


51 


51,3 


51,0 


Pa36poc (jieT) 


28-67 


23-67 


19-68 


POCT (CM) 


179,3±0,9 


175,8+0,8 


178,6+0,8 


Bee (kt) 


92,7+1 ,6 


90,5+1 ,8 


91,6+1,5 


CblBOpOTOMHblkl TeCTOCTepOH (HMOJlb/jl) 


6,4040,41 


6,44+0,39 


6,49+0,37 


npi/mMHbi n/inoroHafli/i3Ma 








nepBMHHbiM rnnoroHaflM3M 


34 


26 


34 


CMHflpOM KnnPiHCpejibTepa 


9 


5 


8 


n0CT0pXM3KT0MMyi/AH0pXMfl 


2 


1 


3 


nepBMHHan ^MCCpyHKL^Mn nuneK 


23 


20 


23 


BTopuHHbiM rnnoroHaflM3M 


15 


17 


12 


CnHflpoM KanribMaHa 


2 


2 


2 


rnnoTanaMycHoe mnocj>M3apHoe Hapyiuem/ie 


6 


6 


3 


PaK mnocpM3a 


7 


9 


9 


B03paCTH0M 


6 


13 


6 


He KJiaCCM0ML\MpOBaHbl 


21 


17 


26 


Korfla fluamocTMpOBaH (roflbi) 


5,8+1,1 


4,4+0,9 


5,7+1,24 


Mucno nonynaBiuMx paHee TeCTOCTepOH 


50 (65,8%) 


38 (52,1%) 


46 (59,0%) 


nojiynaeMoe paHee neneHne 








BHyTpMMblLLieHHbie MH"beKL\MM 


26 


20 


28 


TpaHCflepManbHbiM nnacTbipb 


12 


7 


8 


OcianbHoe 


12 


11 


10 


flnnTe^bHOCTb neneHiiq 


5,8+1,0 


5,4+0,8 


4,6+0,7 



CopoK OflMH npoi-ieHT (94/227) ot MMcna 6onbHbix He nojiynanM paHee 
TecTocTe poH3aMecTMTen bHOM TepanMM. npoxoflMBLuuie paHee neneHuie 6ojibHbie 
rnnoroHaflM3MOM npeKpaTMjiM MHi>eKL(MM cno>KHoro acfwpa TecTocTepoHa, no MeHbwefi Mepe, 3a 
LuecTb Heflerib, a nepopanbHbm mjim TpaHCflepManbHbiM npneivi aHflporeHOB 3a neTbipe Hefleni/i 
flo o6cneflOBaHM5i. IHommmo rnnoroHaflH3Ma, nai^neHTbi uiMeK)T xopomee 3flopoBbe, KaK bmaho M3 
MCTopMM 6one3HM, cpM3MHecKoro o6crieflOBaHMfl, noriHoro aHann3a kpobm, aHanM3a mohm m 
SnoxMMMMecKoro aHann3a kpobm. Ecru ynacTHMKM MccneflOBaHMfl npnHMMaK)T areHTbi, 
noHi/DKatoiJ-iLie coflepwaHMe nnniiflOB, mjim TpaHKBi/ini/i3aTopbi, mx fl03bi 0Ta6MjiM3Mpyr0T, no 
MeHbLuew Mepe, 3a jpw Mecm\a flo OT6opa. MeHee 5% ynacTHMKOB 3KcnepMMeHTa nojiynaiOT bo 
BpeMq MccneflOBaHMjq flonoriHMTenbHbiM Kanbi^MM mjim bmt3mmh D. B aHaMHe3e ynacTHMKOB 
MccneflOBaHMq oTcyTCTByjoT xpoHMnecKMe 3a6oneBaHMfl, ariKororibHayi mjim neKapcTBeHHan 
33BMCM MocTb. PeKTaxibHoe MccneflOBaHMe b HopMe, ypoBeHb PSA MeHee 4 Hr/Mn, m cKopocTb 
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TOKa mohm 12 Mn/c Mjiui 6onee. nauMeHTOB He BKnionaioT b MccneAOBaHne, ecnn y hmx o6\i\ee 
Ko>KHoe 3a6oneBaHMe, KOTopoe Mo>KeT BnnflTb Ha BcacbiBaHMe TecrrocTepoHa, mjim ecnw b 
aHaMHe3e oTMenaeTCH pa3flpa>KeHMe ko>km noA AeficTBMeM nnacTbipq (HaKjiaflKM) c 
ANDRODERM®. HcicniOHaiOT TaioKe nai^i/ieHTOB, Mew Bee cocTaBnaeT MeHee 80% mjim 6onee 

5 140% HfleanbHoro Beca Tena. 

B xoqe paHflOMM3npoBaHHoro, MHoroi^eHTpoBoro napannenbHoro MccneAOBaHMfl cpaBHMBaiOT 
fleMCTBMe flByx ao3 AndroGel® c fleMCTBMeM nnacTbipa (HaKnaflKM) c TecTocrepoHOM 
ANDRODERM®. npoBOflyu flBOMHoe cnenoe nccneflOBaHMe fleMCTBMq fl03bi AndroGel® m 
MccneflOBaHMe c OTKpbiTOM aTMKeTKOM flrifl rpynnbi c nnacTbipeM c TecTocTepoHOM. B TeneHne 

10 nepBbix Tpex Mecyii^eB MccneflOBaHMfl (ahm 1-90) nai^em-oB npoM3BonbHo nennT Ha rpynnbi, 
KOTopwe npMMeHfiKDT 5,0 r/fleHb AndroGel®, 10,0 r/AeHb AndroGel® mjim flBe HecKpoTaribHbie 
HaKnaflKM (nnacTbipM). B nocneAy»OL4Me TpM Mec^a (ahm 91-180) naL^MeHTbi npoxofl^T oamh M3 
cneflyjOLi^Mx KypcoB neneHMH: 5,0 r/qeHb AndroGel®, 7,5 r/AeHb AndroGel®, 10,0 r/AeHb AndroGel 
® mjim flBe HecKpoTaribHbie HaicnaflKM (nnacTbipM). y naLjMeHTOB, nonynaiOLUMx AndroGel®, 
oflHOKpaTHo nepefl npMMeHeHMeM Ha 60-m fleHb onpeAenaiOT cbiBopoTOMHbiM TecTOCTepoH m, 
ecriM oh oKaweTCfl b HopMe, ot 300 ao 1000 Hr/flji (10,4-34 HMonb/ri), mm ocTaBnaiOT 
nepBOHananbHyK) fl03y. naLjMeHTaM, y KOTopbix ypoBeHb TecTocTepoHa HM>Ke 300 Hr/fln m 
KOTopbie CHanana npMHMManM 5,0 r/AeHb AndroGel®, m TeM, y kotopnx ypoBeHb TecTocTepoHa 

20 Bbiiue 1000 Hr/fln m KOTopbie CHanana npMHMManM 10,0 r/AeHb AndroGel®, MeHflioT fl03y m 
Ha3HanaK)T 7,5 r/AeHb AndroGel® c 91 no 180 AeHb. 

CooTBeTCTBeHHo, Ha ocHOBaHMM ypoBHefi cbiBopoTOHHoro TecTocTepoHa, M3MepeHHbix nepefl 
npMMeHeHMeM (neKapcTBeHHoro BemecTBa) Ha 60 AeHb, nepe3 90 AHeM KoppeicmpyioT A03y b 
rpynnax, nonynaiomMX AndroGel®. flBaAUaTM naijMeHTaM M3 rpynnbi, nonyHaiomefi 5,0 r/AeHb 

25 AndroGel®, A03y noBbiwaiOT ao 7,5 r/AeHb. flBaAi^aTM nai^MeHTaM M3 rpynnbi, nonyMaiOLi^eM 10,0 
r/AeHb AndroGel®, A03y noHM>KaiOT ao 7,5 r/AeHb. TpeM nai^MeHTaM M3 rpynnbi, nonyMaiou^eM 
nnacTbipb c TecTocTepoHOM, Ha3HanaiOT 5,0 r/AeHb AndroGel® BcneACTBMe HenepeHocMMocTM 
nnacTbipfl (HaioiaAKM). OAHOMy naqMeHTy, nonynajOLneMy 10,0 r/AeHb AndroGel®, Ha3HanaK)T 

3Q 5,0 r/AeHb, a OAHOMy, nonynaiOLneMy 5,0 r/AeHb AndroGel®, KoppeKTMpyioT A03y ao 2,5 

r/AeHb. KoriMHecTBo nai^MeHTOB, 3aperMCTpnpoBaHHbix aj~ih npoxo>KAeHMfl MccneAOBaHM^ b ahm 
91-180, TaKMM o6pa30M, cocTaBnaeT 51, nonynaiOLUMX 5,0 r/AeHb AndroGel®, 40, nonynaiomMX 
7,5 r/AeHb AndroGel®, 52, nonynaKDiiJiMX 10,0 r/AeHb AndroGel®, m 52, npoAon>KaK)LiJiMX neneHMe 
c noMOLUbio HaKnaAKM c ANDRODERM®. 

35 A. AndroGel® m nnacTbipb ANDRODERM® 

npMMepHo 250 r AndroGel® ynaKOBbiBaiOT bo cfcmaKOHbi MHoropa30Boro nonb30BaHMfl, 
KOTopbie noAaiOT no 2,25 r rerm npw Kax<AOM nycKe Hacoca. riauMeHTaM, KOTopbiM Ha3HaneHo 
nonynaTb TecTOCTe pOH b BMAe 5,0 r/AeHb AndroGel®, AaiOT oamh cfcnaKOH AndroGel® m OAHy 
SyTbiriKy nnaijeSo-rerm (coAepwamero HOCMTenb, ho He coAepwamero TecTOCTe poh) , TorAa KaK 

40 nai^MeHTaM, KOTopbiM Ha3Ha«-ieHo 10,0 r/AeHb AndroGel®, AaiOT Asa cfmaKOHa aKTMBHoro 

AndroGel®. 3aTeM nai^MeHTOB MHCTpyKTMpyjoT, KaK HaHocMTb coAe p>km Moe (fcmaKOHOB Ha npaBoe 
m neBoe nneno/npeAnneHbe m Ha npaByio m neByio CTopoHbi >KMBOTa noonepeAHO. HanpMMep, b 
nepBbiM AOHb MccneAOBaHM^ nai^MeHTbi AeiaiOT ABa BnycKa M3 OAHoro cfenaKOHa, no OAHOMy Ha 
npaBoe m neBoe nneno/npeAnneHbe, m Asa BnycKa M3 BToporo c|DraKOHa, no OAHOMy Ha npaByio 

45 m neByio nonoBMHy >KMBOTa. Ha cneAyK)iHMM AeHb HaHeceHMe MeH^ioT MecTaMM. MepeAOBaHMe 
MecT HaHeceHMH npoAon>KaK)T b TeneHMe Bcero MccneAOBaHM^i. riocne HaHeceHM^ renfi Ha Ko>Ky 
ero cyiuaT b TeneHMe HecKoribKMx MMHyT. riaqMeHTbi Tii^aTeribHo mokjt pyKM boaom c MbinoM 
cpa3y >Ke nocne HaHeceHMq rerm. 

Tpynna, kotopom Ha3HaneHo 7,5 r/AeHb AndroGel®, nonynaeT cboio A03y He Bcnenyio (c 
OTKpbiTOM aTMKeTKOM). Mepe3 90 AHeM nai-iMeHTaM, kotophm Ha3HaneHa A03a 7,5 r/AeHb 
AndroGel®, r&\ot tpm 4)naKOHa, oamh, co Ae p>Ka u\u\ m nnaMeSo, a ABa APynx AndroGel®. 
riai^MeHTOB MHCTpyKTMpyioT AeriaTb oamh BnycK M3 cpnaKOHa c nnai^e6o m tpm BnycKa (tpm 
Ha>KaTMfl) M3 cfenaKOHa c AndroGel®, HaHocn Ha neTbipe pa3fiMHHbix MacTM Tena, KaKyKa3aHo 
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BblLUe. 

nnacTbipui ANDRODERM® c TecTOCTepoHOM, Ka>KflbiM M3 KOTopbix flocTaBnqeT 2,5 Mr/fleHb 
TecTocTepoHa, Ha3HaMaK)T npMMepHo oahom TpeTM yqacTHMKOB MccneAOBaHM*. 3tmx nauii/ieHTOB 
m h ct py ktm py jot HaKnaflbiBaTb flBa nnacTbipq c TecTOCTepoHOM Ha MMCTyjo cyxyro Ko>Ky cni/mbi, 
>KMBOTa, npeAnneMMM mjiui 6eAep oai/ih pa3 b fleHb. MecTa HanoKeHi/m MeHflKrr npuiMepHO c 
ceMMAHeBHbiM MHTepBanoM Me>KAy HanoweHMEMM Ha oflHo i/i to >Ke MecTo. 

B Te ahm, Kor^a npoMcxoAMT MeAW-lMHCKaa 3KcnepTM3a, renb/nnacTbipii 
HaHocqT/HaKraAbiBaK)T nocne Hee. B ocrranbHbie ahm rerib mtim nnacTbipM c TecTOCTepoHOM 
HaHocqT/HaicnaAbiBaioT npuiMepHo b 8:00 yTpa b TeneHMe 180 flHew. 

B. MeTOfl MccjieflOBaHMfl \a pe3ynbTaTbi. 

1. <J>apMaKOKMHeTMKa topmohob 

B ahm 0, 1, 30, 90 m 180 y nai4neHTOB MHoroKpaTHO 6epyT aHann3bi KpOBM Ha TecTOCTepoH 
m CBo6oflHbiM TecTOCTepoH 3a 30, 15 m 0 MMHyT flo m nepe3 2, 4, 8, 12, 16 m 24 naca 
nocne HaHeceHun AndroGel® mjiui HanoweHMfl nnacTbipa. FIommmo SToro, nai^neHTbi npMxoflflT b 
ahm 60, 120 m 150 <qrm cflaMM oflHoro aHann3a KpoBi/i nepefl HaHeceHMeM renn nnui HanoweHMeM 
nnacTbipq. CbiBopoTOMHbie DHT, E 2 , FSH, LH n SHBG onpeflermioT b o6pa3i_\ax, B3flTbix nepefl 
HaHeceHMeM rerm b ahm 0, 30, 60, 90, 120, 150 m 180. CbiBopoTKy Ann aHanM3a tomohob 
xpaHAT b 3aMopo>KeHHOM coctophmm npM -20°C ao MOMeHTa aHaxiM3a. Bee M3MepeHMfl c 
o6pa3LjaMM, B3flTbiMM y 6oribHoro, Ha Ka>KAbiM ropMOH, ecriM bo3mo>kho, npoBOA*T b xoAe 
OAHoro m Toro >Ke aHariM3a. 3aTeM aHariM3bi topmohob ocymecTBnflHDT b ria6opaTopMM 
SHAOKpMHHbix MccneAOBaHMM MeAHLiMHCKoro L|eHTpa UCLA-Harbor. 

B HM>KecneAyK)Li^eM TaSiiML^e cyMMMpoBaHbi cjDapMaKOKMHeTMHecKMe napaMeTpbi Ka>KAoro 



Ta6nMi^a 5 

4>apMaKOKMHeTMHecKMe napaMeTpu 


AUCo-24 


nnomaflb nofl kpmbom ot 0 flo 24 nacoB, onpeaejuieMafl no jiMHeiiHOM cfropMyne Tpanei^MM 


Cbase "™ C 0 


Ea30Baa KOHi^eHTpai^nq 


Cavg 


ycpeflHeHHa^ bo BpewieHM koh 14© htp a i^ha b Tenem/ie 24-nacoBoro MHTepBana A03npoBaHn*, onpeflermeMa* KaK AUCn-24/24 


Cmax 


MaxcMMajibHafl KOHi^eHTpai^nq b TeneHne 24-nacoBoro m-uepBana Mex^y a 033mm 


Qmin 


MMHMMaribHaa KOHi^eHTpaL\nfl b TeneHne 24-nacoBoro h me p Ban a Mexcqy H03aMM 


Tmax 


Bpewm, Korfla HaSruoflaeTC* Cmax 


Tmin 


Bpewifl, Korfla HaSruoflaeTCfl C m in 


MHfleKC 
c|)nyKTyai^MM 


BennMHHa n3MeHei-in* cbmopOTOHHOft KOHL\eHTpaL\Mn b t6h©hm© OflHoro ah*, BbiHi/iarmeMaa ksk (Cmax-CminXCavg 


OTH0LU6HM6 

HaKonneHwyi 


yBennMeHne exeflHeBHoro fleMCTBuq n6KapCTB6HHoro Beu^ecTBa npn npoflOJDKi/rrejibHOM npHeiuie, BbmncrmeMoe KaK otholughm© 
AUC B CTaL^MOHapHOM pe>KMMe B KOHKpeTHbIM fleHb K AUC B fleHb 1 (HanpMMep, AUC fleHb 30/ AUC fleHb 1) 


Herro AUCq-24 


AUCq-24 b ahm 30, 90, 1 80 - AUCq-24 b fleHb 0 
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a. 0apMaKOKMHeTMKa TecTocTepoHa 
(1) MeTOAbi 

ypoBHM cbiBopoTOMHoro TecTocTepoHa onpeAeriflKDT nocne sKCTpaKLjMM oTMnai^eTaTOM m 
reKcaHOM MeTOAOM cnei^Mc|3MMHoro pa a^ om m My HoaHan M3a ("PMA", "RIA"), Mcnonb3yyi peareHTbi 
ot ICN (Costa Mesa, CA). riepeKpecTHaa peaKTMBHocTb aHTMCbiBopoTKM, Mcnonb3yeMOM Ann 
PMA TecTocTepoHa, cocTaBnyieT 2% b oTHomeHMM DHT, 2,3% b oTHomeHMM aHApocTepoHa, 
0,8% b oTHOLueHMM 3-p-aHApocTaHAnona, 0,6% b OTHomeHMM aTMoxonaHonoHa m MeHee 0,01% b 
OTHomeHMM APyrMX npoBepneMbix crrepoMAOB. Hm>khmm npeAen M3MepeHMM ("LLQ") ai* 
cbiBopoTOHHoro TecTocTepoHa, onpeAen^eMoro otmm motoaom aHanM3a, cocTaBnyieT 25 Hr/An 
(0,87 HMonb/n). CpeAHfifi TOHHOCTb aHanM3a TecTocTepoHa, onpeAenneMa^ npM Ao6aBneHMM b 
CbiBopoTKy, He coAe p>Ka my K) CTepoMAOB, yBenMHMBatou^Mxcq KonMHecTB TecTocTepoHa (0,9 
HMonb/n - 52 HMonb/n), cocrraBnyieT 104% m HaxoAMTcn b MHTepBane 92-117%. l~lpM aHanM3e 
TecTocTepoHa KoscfDcfDMi^MeHTbi (pacxoAHMocTM pe3ynbTaTOB) b oahom aHanM3e m Me>KAy 
aHanM3aMM cocTaBnfieT 7,3 m 11,1%, cooTBeTCTBeHHo, b HopManbHOM AJ"ifl B3pocnbix My>KHMH 
MHTepBane. Y HopManbHbix B3pocnbix My>KHMH KOHqeHTpai^Mq TecTocTepoHa HaxoAMTca b 
MHTepBane 298 - 1043 Hr/An (10,33 -36,17 HMonb/n), no onpeAeneHMK) MeAn LiMHCKoro L(eHTpa 
UCLA-Harbor. 
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(2) Ba30Bafl (HananbHafl) KOHMem-pai-ii/m 

KaK noKa3aHo b Ta6jiMLiax 6(a)-6(b) m Ha OI/ir.1(a), Ha 6a30BOM jimhmm, cpeflHMe 
cbiBopoTOHHbie koh Lie ht pa 141/111 TecTocTepoHa b TeneHne 24 nacoB (C avg ) cxoahw b rpynnax m 
HM>Ke HopManbHoro MHTepBana aji* B3pocnbix. Bonee Toro, M3MeHeHMfl cwbopotomhom 

s koh i4e ht pa 141/1 m (ecni/i wcxoflMTb m MaKci/iManbHofi m MMHMMaribHOM KOHi4eHTpai4MM b TeneHuie 24 
nacoB, C max n C min , cooTBeTCTBGH ho) b TeneHi/ie flHfl TaioKe aHanornHHbi b Tpex rpynnax. Ha 
<DW~.1(a) noKa3aHo, hto cpeflHMe ypoBHi/i TecTocTepoHa MMeKrr MaKci/iManbHoe 3HaneHiie Me>Kfly 
8 m 10 nacaMM yTpa (T.e. nepe3 0-2 h) m Mi/iHi/iManbHoe 3HaneHne nepe3 8-12 nacoB, 
fleMOHCTpi/ipyyi He3HaMMTeribHoe M3MeHeHMe CbiBopoTOHHoro TecTocTepoHa b TeHeHwe cyTOK. 

10 npMMepHo y TpeTM nai_ii/ieHTOB b Ka>KflOM rpynne 3HaHeHne C avg HaxoAHTca b HM>KHeM MHTepBane 
Ana HopMaribHbix B3pocribix My>KHMH b fleHb 0 (24/73 Arm rpynnbi, nonynaiomeM 5,0 r/fleHb 
AndroGel®, 26/78 flrifl rpynnbi, nonyMaiomei/i 10,0 r/fleHb AndroGel® m 25/76 Arm rpynnbi, 
ncnorib3yioLMeM nnacTbipi/i c TecTOCTepoHOM). y Bcex nai^neHTOB, KpoMe Tpex, Ha MOMeHT 
npi/ieMa (perwcTpauiMM) noKa3aTexib CbiBopoTOHHoro TecTocTepoHa cocTaBnaeT MeHee 300 Hr/AJi 

15 (10,4 HMonb/n). 
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Ta6nima 6(a) 

Ba30Bbie 0apMaKOKMH6TMH6CKM6 napaivieTpbi rpynnbi, HaHUHaioinew neneHi/ie (CpeflHee ± SD) 




5,0 r/fleHb T-rena 


10,0 r/fleHb T-renn 


T-nnacTbipb 


N 


73 


78 


76 


Cavg (Hr/flji) 


237+130 


248+140 


237+130 


Cmax (nr/fln) 


328±178 


333+194 


314+179 


Tmax* (h) 


4,0 (0,0-24,5) 


7,9 (0,0-24,7) 


4,0 (0,0-24,3) 


C min (Hr/fln) 


175±104 


188+112 


181+112 


Tmin (h) 


8,01 (0,0-24,1) 


8,0 (0,0-24,0) 


8,0 (0,0-23,9) 


l/lHfleKC ctwiyKTyai-iiiM (oTHOiueHMe) 


0,627+0,479 


0,556+0,384 


0,576+0,341 


* CpeflMHHoe 3HaHeHne (wieflwaHa) (Hm-epBan*) 
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Ta6nni^a 6(b) 

Ba30Bbie 0apMaKOKi/iHe~mHecKMe napaMeTpbi rpynnbi, 3aKaHHMBaiOLL\eM neneHne (CpeflHee + SD) 




Ao3bi, nonynaeMbie b HananbHofi => npoflon>Kaioinefi CTaflMH neMeHun 


5,0 r/fleHb T-renb 


5,0=>7,5 r/fleHb T-renb 


10,0=>7,5 r/fleHb T-renb 


10,0 r/fleHb T-renb 


T-nnacTbipb 


N 


53 


20 


20 


58 


76 


Cavg (Hr/fln) 


247+1 37 


212+109 


282+157 


236+133 


237+140 


Cmax (Hr/fln) 


333±180 


313±174 


408+241 


307+170 


314+179 


Tmax* (*0 


4,0 (0,0-24,5) 


4,0 (0,0-24,0) 


19,7 (0,0-24,3) 


4,0 (0,0-24,7) 


4,0 (0,0-24,3) 


Cmin (Hr/fln) 


1 85+1 1 1 


150+80 


206+130 


182+106 


181+112 


Tmin (h) 


8,0(0,0-24,1) 


11,9(0,0-24,0) 


8,0(0,0-23,3) 


8,0(0,0-24,1) 


8,0 (0,0-24,1) 


1/lHfleKC 4>nyicryamiM (OTHOiueHiie) 


0,600+0,471 


0,699+0,503 


0,678+0,580 


0,514+0,284 


0,576+0,341 


* CpeflMHHoe 3HaneHMe (wiefliiaHa, nm-epBan) 



(3) fleHb 1 

Ha d>W~.1(b) m b Ta6nni_iax 6(c)-(d) noKa3aHbi c|DapMaKOKMHeTMHecKi/ie napaMeTpbi a^* Bcex 
Tpex rpynn, HaHMHaiOLi^iix neneHi/ie, nocne nepBoro TpaHCAepiviaribHoro BBeAeHi/i* TecTocTepoHa. 
KaK npaBMno, neneHi/ie c noMOLi^bio AndroGel® i/i nnacTbipn c TecTOCTepoHOM npuiBOfliiT k 
noBbiLueHMK) koh i\e ht pa l\ia m TecTocTepoHa, AOCTaTOHHo 6oribLiJOMy Ann Toro, HTo6bi b TeneHMe 
HeMHomx nacoB AOBecTM ero ao ypoBHH b HopivianbHOM MHTepBane. OAHaKo Aa>Ke b A©Hb 1 

45 cpapMaKOKMHeTMMecKMe Kpi/iBbie 3aMeTHo OTnimaiOTCfl b rpynnax, npi/iMeHflK)Lni/ix AndroGel® m 
nnacTbipb. ypoBeHb CbiBopoTOHHoro TecTocTepoHa 6bicTpee Bcero noAHi/iMaeTCfl b rpynne, 
npi/iMeHflrOLnefi nnacTbipb c TecTOCTepoHOM, AOCTi/irafl MaKCM Man bHoft KOHi^eHTpai^MM (C max ) 
npMMepHo 3a 12 nacoB (T max ). HanpoTMB, ypoBeHb CbiBopoTOHHoro TecTocTepoHa nocne 
HaHeceHi/m AndroGel® paBHOMepHo noBbiwaeTca, flocTi/irafl C max , Mepe3 22 m 16 nacoB b 

so rpynne, npi/iMeHHiowieM 5,0 r/AeHb AndroGel®, m b rpynne, npuMeHqioLneti 10,0 r/AeHb 
AndroGel®, c ooTBeTCTBeHHo. 

Ta6nni^a 6(c) 

(DapMaKOKMHeTMHecKwe napawieTpbi TecTocTepoHa b fleHb 1 b rpynne, HaniiHaioifleM neneHne (CpeflHee ±SD) 
' 5,0 r/fleHb T-renb 10,0 r/fleHb T-renb T-nnacTbipb 
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N 


73 


76 


74 


^avg (Hr/flji) 


oytj+i ob 


5 1 4+227 








/ *fo±o £ ty 






22,1 (0,0-25,3) 


16,0(0,0-24,3) 


11,8(1,8-24,0) 


Cmin (Hr/flJi) 


228+122 


250+143 


232+132 


Tmin (h) 


1 ,9 (0,0-24,0) 


0,0 (0,0-24,2) 


1,5(0,0-24,0) 



<J> ap m aKOKM h gtmm 6CKH6 napaMeTpbi TecTOCTepOHa b fleHb 1 b rpynne, saioi-mHBaioineii ne 


Ta6jiML\a 6(d) 
iseHMe (CpeflHee +SD) 




flo3bi, nonynaeMbie b HaHajibHOM^npoflOJixaioiijeM CTaflnn jieMeHiiq 




5,0r/fleHb T-re/ib 


5,0=>7,5 r/fleHb T-rejib 


1 0,0=>7,5 r/fleHb T-re/ib 


10,0 r/fleHb T-renb 


T-nracTbipb 


N 


53 


20 


19 


57 


74 


Cavg (Hr/fln) 


411+160 


363+143 


554+243 


500+223 


482+204 


Cmax (Hr/flJi) 


573+285 


525+223 


819+359 


724+346 


645+280 


Tmax* (h) 


22,1 (0,0-25,3) 


19,5(1,8-24,3) 


15,7(3,9-24,0) 


23,0 (0,0-24,3) 


11,8(1 ,8-24,0) 


Cmin(Hr/fln) 


237+125 


204+112 


265+154 


245+140 


232+132 


Tmin (nac) 


1,8 (0,0-24,0) 


3,5 (0,0-24,0) 


1 ,9 (0,0-24,2) 


0,0 (0,0-23,8) 


1 ,5 (0,0-24,0) 


MHfleKc 0jiyKTyamiM (OTHOiueHiie) 


0,600+0,471 


0,699+0,503 


0,678+0,580 


0,514+0,284 


0,576+0,341 


* CpeflMHHoe 3Ha^eHiie (MefluaHa, MHTepBa/i) 
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(4) flHM 30, 90 m 180 

Ha 0Mr.1(c) m 1(d) noKa3aHa yHi/iKanbHaa 24-HacoBaa cfeapMaKOKMHeTMHecKafl Kpi/mafl fln« 
6oribHbix, npiiMGHfiK>Li4MX AndroGel® b ahm 30 m 90. B rpynnax, npMMeHfiKDLUMx AndroGel®, 
Ha6moflaeTCfl He6onbLuoe m HeycTOMHMBoe noBbiweHMe ypoBHH CbiBopoTOHHoro TecTOCTepOHa 
BCKope nocne npwMeHeHWfl A03bi. 3aTeM ypoBHM bo3b pa maiOTCfi k OTHocMTeribHo nocTOHHHOMy 
3HaMeHMK). HanpoTMB, b rpynne, npnivieHfliomeii nnacTbipb c TecTOdepoHOM, y nai_ineHTOB 
Ha6nioflaeTCfl noA"beM b TeneHue nepBbix 8-12 nacoB, nnaTo b TeneHwe cneflyrOLi^uix 8 nacoB, a 
3aTeM cHM>KeHMe flo 6a30Bofi riMHMM npeflbiflyu^ero aha. KpoMe 3Toro, nocne HaHeceHMfl rena 
KaK b fleHb 30, TaK m b fleHb 90, C avg b rpynne, npwMeHfliomeM 10,0 r/fleHb AndroGel®, b 1,4 
pa3a BbiLue, neM b rpynne, npMMeHmoLneii 5,0 r/fleHb AndroGel®, m b 1,9 pa3a Bbiiue, neM b 
rpynne, npwMeHHioLneM nnacTbipb c TecTocTepoHOM. B rpynne, npwMeHfljomeii nnacTbipb c 
TecTocTepoHOM, C min cymecTBeHHo HM>Ke HM>KHero npeflena HopManbHoro uiHTepBana. B fleHb 30 
OTHomeHMe HaKonneHMfl cocTBBrmeT 0,94 flnn rpynnbi, npMMeHfljomei/i nnacTbipb c 
TecTocTepoHOM, hto roBopi/iT 06 OTcyTCTBMM HaKonjieHum. BenMMMHbi oTHOLueHMM HaKonneHMfl, 
paBHbie 1,54 m 1,9, 3HaHMTeribHo BbiLue b rpynne, npMis/ieHflioLneM 5,0 r/fleHb AndroGel®, m b 
rpynne, npMMeHfliomeM 10,0 r/fleHb AndroGel®, cooTBeTCTBeHHo. Pa3HMi_ia 3HaneHMM oTHoweHM* 
HaKonneHMfl Me>Kfly rpynnaMM coxpaHfleTCfl m b fleHb 90. 3tm flaHHbie noKa3biBaiOT, hto 
npenapaTbi AndroGel® nivieiOT 6onee npoflon>KMTenbHbiM 3cf)cf)eKTM bh bi m nonynepnofl 
cyu^ecTBOBaHMfl, neM nnacTbipb c TecTocTepoHOM. 

Ha 0kir.1(e) noKa3aHa 24-nacoBafl cjDapMaKOKMHeTiiHecKafl KpMBafl flrifl rpynn, npoxoflflLUfix 
neneHiie, b fleHb 180. KaK npaBuno, hto bmaho M3 Ta6ni/mbi 6(e), flocTMmyTbie KOHi_ieHTpai^iiM 
CbiBopoTOHHoro TecTOCTepOHa m cjDapMaKOKMHeTMHecKMe napaMeTpbi aHanorMHHbi 

KOH L^e HT pa \SfA 9\ M CblBOpOTOHHOTO TecTOCTepOHa M CjDapMaKOKMHeTMHeCKMM napaMeTpaM B flHM 30 

m 90 y Tex nai^uieHTOB, KOTopwe npoflor>KarOT neneHMe b rpynnax, k kotophm ohm 
nepBOHananbHo npoM3BoribHo OTHeceHbi. M3 TaSnMi^bi 6(f) bmaho, hto rpynna nai^MeHTOB, 
npMMeHflrOiUMx 7,5 r/AeHb AndroGel®, HeoAHopoAHa. y nai_jMeHTOB, KOTopbie paHee 6bijiM b 
rpynne, npMMeHflBLueCi 10,0 r/AeHb, Ha6niOAaeTCfl TeHAeHLjMq MMeTb 6onee BbicoKMe ypoBHM 
CbiBopoTOHHoro TecTOCTepOHa, neM y naqMeHTOB, paHee npuMeHflBUJux 5,0 r/AeHb. B A©Hb 
180 C avg y nai^weHTOB, paHee npMMeH^BLUMx 10 r/AeHb n nepemeALUMx Ha cxeiviy 7,5 r/AeHb b 
AeHb 90, cocTaBnqeT 744 Hr/AJi, hto b 1,7 pa3a BbiLue, neM C avg 450 Hr/AJi y nai_jMeHTOB, 
nepeiueALUMx Ha cxeiviy 7,5 r/AeHb 113 rpynnbi, npwMeHsiioii^eM 5,0 r/AeHb. HecMOTpq Ha 
KoppeKTM poBKy A03bi Ha 2,5 r/AeHb b rpynne, nepeujeALueM c 5,0 r/AeHb Ha 7,5 r/AeHb, 
3HaneHkie C avg ocTaeTCfl 6onee hm3kmm, neM y nai^MeHTOB, ocTaiOLi^nxcfl b rpynne, 
npMMeHHioLneM 5,0 r/AeHb. B rpynne 10 r/AeHb => 7,5 r/AeHb, 3HaneHMe C avg aHanornHHo 
3HaHeHMio C avg , AOCTMmyTOMy y nai_iMeHTOB, ocTaiomMxcfl b rpynne, n po a on >Ka hd me m npMMeHATb 
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10 r/fleHb. 3tm pe3yribTaTbi HaBOA^T Ha Mbicrib, hto MHonie M3 stmx pecnoHfleHTOB c hm3kmmm 
pe3ynbTaTaMM Moryr b fleMCTBMTenbHocTM 6biTb He oneHb nocnywHbiMi/i, noflaTnuBbiMM 
nai^MeHTaMM. Hanpniviep, ecnui nai^em- He HaHocuiT KaK cne^yeT AndroGel® (Hanpwviep, 
npeflnoMTMTeribHo nonb3yeTca KOHTefiHepoM c nnai4e6o uinn HaHocwT rerib He3aflonro nepeA 
KynaHMeM), Torfla noBbiweHi/ie fl03bi He flacT flononHMTenbHoro nonowi/rrenbHoro actxfreKTa. 

Ha OUT 1(f) - (h) cpaBHi/iBaiOTCfl cf)apMaKOKi/iHeTi/iMecKuie KpuiBbie AJ~m rpynn, npi/iMeHfltou-ii/ix 
5,0 r/fleHb AndroGel®, 10,0 r/AeHb AndroGel® m nnacTbipb c TecTocTepoHOM, b ahm 0, 1, 30, 
90 m 180. KaK npaBuno, cpeAHi/ie cbiBopoTOMHbie ypoBHui TecTocTepoHa b rpynne, npuiMeHqjou^eM 
nnacTbipb c TecTocrepoHOM, coxpaHfleTca Ha HM>KHeM npeAene HopMa/ibHoro MHTepBana b 
TeneHMe Bcero nepMOAa ne^eHi/m. HanpoTMB, cpeAHuie ypoBHui cbiBopoTOMHoro TecTocTepoHa 
coxpaHflrOTC* OKono 490-570 Hr/An t\Y\n rpynnbi, npMMeHflromefi 5,0 r/AeHb AndroGel®, m 630- 
860 Hr/An An * rpynnbi, npi/iMeHfliomeM 10,0 r/AeHb AndroGel®. 
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Ta6rima 6(e) 

<t>apMaKOKMHeTiiMecKiie napar/ieTpu TecTocTepoHa b fleHb 1 b rpynne, HanMHaiomeM neneHwe (CpeflHee ± SD) 





5,0 r/fleHb T-rerib 


10,0 r/fleHb T-re/ib 


T-nnacTbipb 


AeHb 30 


N=66 


N=74 


N=70 


Cavg (Hr/fln) 


566±262 


792+294 


419±163 


Cmax (Hr/flji) 


876+466 


1200+482 


576+223 


Tmax*(H) 


7.9(0.0-24.0) 


7.8(0.0-24.3) 


11.3(0.0-24.0) 


C min (Hr/fln) 


361+149 


505+233 


235±122 


Tmin (h) 


8.0(0.0-24.1) 


8.0(0.0-25.8) 


2.0(0.0-24.2) 


CPjiyKT. MHfleKC (OTH.) 


0.857±0.331 


0.895±0.434 


0.823±0.289 


Oth. HaKonneHkw (oth.) 


1.529±0.726 


1.91 1±1. 588 


0.937±0.354 


AeHb 90 


N=65 


N=73 


N=64 


Cavg (Hr/fln) 


553+247 


792+276 


417+157 


Cmax (nr/fln) 


846+444 


1204+570 


597+242 


Tmax*(H) 


4.0(0.0-24.1) 


7.9(0.0-25.2) 


8.1(0.0-25.0) 


Cmin (nr/fln) 


354+147 


501+193 


213±105 


Tmin (h) 


4.0(0.0-25.3) 


8.0(0.0.-24.8) 


2.0(0.0-24.0) 


CDjiyKT. MHfleKC (OTH.) 


0.851±0.402 


0.859±0.399 


0.937±0.442 


Oth. HaKonneHu* (oth.) 


1.615±0.859 


1.927±1.310 


0.971 ±0.453 


AeHb 180 


N=63 


N=68 


N°45 


Cavg (Hr/fln) 


520±227 


722+242 


403+163 


Cmax (Hr/fln) 


779±359 


1091+437 


580+240 


Tmax*(H) 


4.0(0.0-24.0) 


7.9(0.0-24.0) 


10.0(0.0-24.0) 


Cmin (nr/fln) 


348±164 


485±184 


223±114 


Tmin (h) 


11.9(0.0-24.0) 


11.8(0-0-27.4) 


2.0(0.0-25.7) 


cbnyKT. MHfleKC (oth.) 


0.845+0.379 


0.829+0.392 


0.891+0319 


Oth. HaKonneHWfi (oth.) 


1.523+1.024 


1.897+2.123 


0.954+0.4105 



* CpeflMHHoe 3HaneHMe (MeflMaHa, MHTepBan) 



40 



45 



50 



Ta6jiML\a 6(f) 

<J> apM a kokm h eTMH e ckii e napawieTpbi TecTOcrepOHa b ahm 30, 90, 180 b rpynne, 3aKaHHMBaiomeii ne^eHMe (CpeflHee ± SD) 



flo3bi. nonynaeMbie b Hasa.nbHOM=>npoflon>KaioineM craflMM jieneHMs 





5,0 r/fleHb T-re/ib 5,0=>7, 5 r/fleHb T-renb 10,0=>7,5 r/fleHb T-rerib 10,0 r/fleHb T-renb 


T-nnacTbipb 


AeHb 30 


N=47 


N=19 


N=19 


N=55 




N=70 


C av g (nr/fln) 


604+288 


472±148 


946±399 


739±230 




419±163 


Cmax (Hr/fln) 


941 ±509 


716±294 


1409±556 


1128±436 




576±223 


Tmax* (h) 


7.9(0.0-24.0) 


8.0 (0.0-24.0) 


8.0 (0.0-24.3) 


7.8 (0.0-24.3) 


11.3 (0.0-24.0) 


Cmin (nr/fln) 


387±159 


296±97 


600±339 


471 ±175 




235±122 


Tmin (*0 


8.1(0.0-24.1) 


1.7 (0.0-24.1) 


11.4(0.0-24.1) 


8.0(0.0-25.8) 


2.0 (0.0-24,2) 


<DjiyK.MHfleKO(OTH) 


0.861±0.341 


0.846+0.315 


0.927±0.409 


0.884±0.445 


0.823±0.289 


OTH.aKOnjl.(OTH) 


1.543±0.747 


1.494+0.691 


2.053±1.393 


1.864±1.657 


0.937±0.354 


AeHb 90 




N=45 


N=20 


N=18 N=55 




N=64 


Cavg (nr/fln) 




596±266 


455±164 


859±298 771 ±268 




417±157 


Cmax (nr/fln) 




931 ±455 


654±359 


1398±733 11 41 ±498 


597±242 


Tmax*^) 


3.8(0.0-24.1) 


7.7 (0.0-24.0) 7.9 (0.0-24.0) 7.9 (0.0-25.2) 


8.1 (0.0-25.0) 
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Cmin, (Hr/fln) 


384+147 


286±125 


532+1 81 


492+1 97 


213+1 05 


Tmin(H) 


7.9(0.0-25.3) 


0.0 (0.0-24.0) 


12.0(0.0-24.1) 


4.0(0.0-24.8) 


2.0 (0.0-24.0) 


<t»JiyK. MHfleKC(OTH) 


0.886+0.391 


0.771+0.425 


0.959+0.490 


0.826+0.363 


0.937+0.442 


Oth. HaKonn.(OTH) 


1.593+0.813 


1.737 +1.145 


1.752+0.700 


1.952+1.380 


0.971+0.453 


fleHb 1 80 


N=44 


N-18 


N=19 


N=48 


N=41 


Cavg (nr/fln) 


ooo+^o 


4-ou+z iy 


f 4*l+OZU 


i lo+zuy 


4UC5+ I DO 




OUO±0*4 f 


Dou±ouy 


1 1 1 U+'kOO 


I U0O±*t , O't 




Tmax* ( H ) 


c q /n r» o/i n\ 
o.o (U.U-^4.U) 


^.U (U.U-^4.U) 


7 q /n n o/i n\ 


7.7 (U.U-^4.(J) 


lU.b (U.U-^4.U) 


Qnin (nr/flJi) 


371+165 


302+150 


505+233 


485+156 


222+1 1 6 


Tmin M 


11.9 (0.0-24.0) 


9.9(0.0-24.0) 


12.0(0.0-24.0) 


8.0(0.0-27.4) 


2.0 (0.0-25.7) 


CDjiyK. MHfleKO(OTH) 


0.853+0.402 


0.833+0.335 


0.824+0.298 


0.818+0.421 


0.866+0.31 1 


Oth. HaKonn.(oTH.) 


1.541 +0.917 


NA 


NA 


2.061+2.445 


0.969+0.415 


* CpeflMHHoe 3HaneHne (wieflnaHa, MHTepBan) 
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(5) nponopLiMOHanbHocTb fl03bi AndroGel® 

B TaSnume 6(g) noKa3aHo yBejiuiHeHMe AUC 0 _24, BbiHucneHHoro KaK cpeflHee 
apnc|DMeTLiHecKoe, b ahi/i 30, 90 m 180 no cpaBHGHMio c 6a30Bow nuiHneM (HeTTo AUC0-24)- 
MToSbi onpeflenMTb nponopmioHanbHocTb fl03bi, npoBOflflT oi^eHKy 6 n oskb m Ban e hth octm AUC 0 -24 
b norapnct>MMHecKOM cfeopMaTe, i/icnonb3yfl "neneHuie (o6pa6oTKy)" KaK eflMHCTBeHHbiM cfeaKTop. 
AUC cpaBHMBaiOT nocne BbiHi/iTaHi/in BKnafla b AUC aHfloreHHofi ceKpGLjMM TecTOCTepoHa (AUC b 
fleHb 0) m KoppeKTuipoBKM Ha flByKpaTHyjo pa3HMi_iy npi/iMehmeMbix fl03. OTHOLueHMe AUC b fleHb 
30 cocTaBjiqeT 0,95 (90% C.I.: 0,75-1,19), a b fleHb 90 cocTaBrmeT 0,92 (90% C.I.: 0,73- 
1,17). Korfla o6"befli/iHflioT flaHHbie aha 30 m aha 90, OTHOweHi/ie AUC cocTaBnqeT 0,93 (90% 
C.I.: 0,79-1,10). 

flaHHbie noKa3biBaK)T nponopi^uioHaribHocTb fl03bi npw neneHMM AndroGel®. reoMeTpi/inecKoe 
cpeflHee noBbiweHi/ifl AUC 0 _24 ot aha 0 flo ah* 30 mjim fli-m 90 BflBoe 6onbLue fljifl rpynnbi 10 
r/fleHb no cpaBHeHMK) c rpynnow 5,0 r/fleHb. CpeflHee yBeni/iHeHuie cbiBopoTOHHoro 
TecTOCTepoHa C avg - 125 Hr/fln - nonynaiOT npui ncnorib30BaHMM Ka>Kflbix 2,5 r/fleHb AndroGel®. 
flpyrMMM cnoBaMM, flaHHbie noKa3biBaK)T, hto 0,1 r/fleHb AndroGel® flaeT KOHi^eHTpaL\MK) 
CbiBopoTOHHoro TecTOCTepoHa Ha 5 Hr/fln. 3Ta nponopi^MOHajibHocTb fl03bi noMoraeT Bpanaivi 
KoppeKTM poBaTb A03y. TaK KaK AndroGel® BbinycKaiOT b naKeTax no 2,5 r (coAepwamuix no 25 
Mr), Ka>KflbiM naKeT no 2,5 r flaeT, b cpeflHeM, noBbiiueHne C avg o6mero CbiBopoTOHHoro 



Ta6nima 6 (g) 

Heiro AUCq-24 (HMonbN/n) b n,Hn 30, 90 m 180 nocne TpaHCflepwianbHoro npmvieHeHmi TecTOCTepoHa 




T-nnacTbipb 


T-renb 5,0 r/fleHb 


T-renb 1 0,0 r/fleHb 


fleHb 30 


154+18 


268+28 


446+30 


fleHb 90 


157+20 


263+29 


461+28 


fleHb 1 80 


160+25 


250+32 


401+27 



YBenM^eHMe AUC 0 . 2 4 no cpaBHeHMK) c 6a30Bofi nuiHHeCi flo HaMana uiccneflOBaHuiq b rpynnax 
10,0 r/fleHb ui 5,0 r/fleHb npuiMepHo b 2,7 m 1,7 pa3 6onbLue, MeM npn npuiMeHeHnn nnacTbipn 
c TecTocTepoHOM. 3tm cjDMrypbi TaioKe yKa3biBaK)T, hto nnacTbipb ANDRODERM®, KOTopbiM 
Bbi3biBaeT yBeriMHeHne C avg npwviepHo Ha 180 Hr/flji, OKBMBaneHTeH npniviepHo 3,5 r/fleHb 
AndroGel®. 

b. 0apMaKOKMHeTMKa KOHI^eHTpai^MM CB060flHOrO TeCTOCTepOHa CblBOpOTKM 

(1) MeTOflbi 

CBo6oflHbiM TecTocTe pOH chbopotkm onpeflen?iK)T MeTOflOM PMA (RIA) flna/iM3aTa, nocne 
paBHOBecHoro flnann3a b TeneHMe hohm, ncnorib3yfl Te >Ke peareHTbi PMA, hto m b aHariM3e 
TecTOCTepoHa. BeriMHMHa LLQ cBo6oflHoro TecTOCTepoHa cwbopotkm, onpeflenneiviafl MeTOflOM 
paBHOBecHoro flnann3a, cocTaBnyieT 22 nivionb/n. Korfla k cbiBopoTKe, He coflep>KaLi^eM 
CTepoMflOB, flo6aBfiflK)T yBennHMBaK)L4Mecyi fl03bi TecTOCTepoHa b MHTepBaxie, 
cooTBeTCTBy K) me m MHTepBany KOHi^eHTpai^MM y B3pocnoro My>KHMHbi, yBennHMBaK)Li^Mecfl 
KoriMHecTBa CBo6oflHoro TecTOCTepoHa pereHepnpy»oTc?i c ko3c|dc|d m l^m e hto m pacceflHMfl b 
MHTepBane 11,0-18,5%. BHeLUHne n BHyTpeHHi/ie (Me>Kfly aHann3aMM m b oahom aHariM3e) 
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K03c|Dct)Mi4MeHTbi cBo6oflHoro TecTOCTepoHa cocTaBjiqjoT 15% m 16,8% arm 3HaneHMM flrm 
3flopoBbix B3pocribix My>KHMH. l~lo oi^eHKaM MeflML^MHCKoro Uempa UCLA-Harbor KOHLiempamn/i 
CBo6oflHoro TecTOCTepoHa y HopivianbHbix B3pocribix my>khmh cocTaBrmiOT 3,48-17,9 Hr/flji (121- 
620 nMorib/n). 
s (2) OapMaKOKMHeTMHGCKMe pe3yxibTaTbi 

B L^enoM, KaK noKa3aHo b TaSnime 7, (jDapMaKOKMHeTMHecKMe napaiv/ieTpbi cBo6oAHoro 
TecTOCTepoHa cbiBopoTKM, KaK b 3epKane, oTpa>KaK)T (JjapMaKOKi/iHGTMHecKMe napaivieTpbi o6mero 
TecTOCTepoHa, KaK oniicaHo Bbiiue. Ha 6a30BOM jiuhmm (fleHb 0) cpeflHuie KOHueHTpauuM 
CBoSoflHoro TecTOCTepoHa chbopotkm (C avg ) aHanorMHHbi bo Bcex Tpex rpynnax m 
10 cooTBeTCTByK)T HM>KHeMy npefleny flrm B3pocribix my>khmh. MaKcmviaribHafl KOHLieHTpai4Mfl 
CBo6oflHoro TecTOCTepoHa CbiBopoTKM Ha6nK)flaeTCfl Me>Kfly 8 m 10 nacaMM yTpa, a 
Mi/iHi/iManbHaa KOHi4eHTpai4nq Ha6moflaeTCfl npMMepHo nepe3 8-16. 3tm flaHHbie cornacyiOTCfl co 
cnaSoii cyTOHHOM M3MeHfleMocTbK> cbiBopoTOHHoro TecTOCTepoHa. 

Ha *Mr.2(a) M3o6pa>KeHbi 24-nacoBbie cfDa p m skokm HeTM hgckm e KpMBbie flji^i Bcex Tpex 
15 yMacTByjoLUMx b aKcnepuMeHTe rpynn. nocrie npMMeHeHMfl nnacTbipew c TecTocTepoHOM ypoBHM 
CBo6oflHoro TecTOCTepoHa cnbopotkm flocTMraiOT nuKa nepe3 12 nacoB, npuMepHo Ha 4 naca 
paHbiue, neM nil km, flocTuiraeMbie b rpynnax, nprnvieHflKunuix AndroGel®. 3aTeM ypoBHM 
CBo6oflHoro TecTOCTepoHa cnbopotkm naflaioT b rpynne, npMMeHflKUflefi nnacrrbipb c 
TecTocTepoHOM, Torfla KaK b rpynnax, npuiMeHflKDmuix AndroGel®, ypoBHM cBo6oflHoro 
20 TecTOCTepoHa cwbopotkm npoflon>KaK)T pacTM. 

Ha OMr.2(b) m 2(c) noKa3aHbi (J)apMaKOKMHeTi/i L iecKMe KpuiBbie CBo6oflHoro TecTOCTepoHa b 
noriyHaromwx AndroGel® rpynnax, HanoMi/iHatoiiiLie KpMBbie yHMKanbHoro TecTOCTepoHa b ahm 30 
m 90. riocne HaHeceHM* AndroGel® cpeflHMe ypoBHM cBo6oflHoro TecTOCTepoHa CbiBopoTKM b 
Tpex rpynnax HaxoflflTCfl b MHTepBane HopivianbHbix 3HaneHMM. AHanorMHHo pe3ynbTaTaM, 
25 nonyHeHHbiM fln* oSu^ero TecTOCTepoHa, C avg , flocTMraeMbie b rpynne, npMMeHfljomeM 19,0 
r/fleHb, b 1,4 pa3a Bbime, neM b rpynne, npi/iMeHfltou-ieM 5,0 r/fleHb, m b 1,7 pa3a Bbiiue, neM 
b rpynne, npuMeH^joiuieM nnacTbipb c TecTocTepoHOM. noMMMo aToro, oTHOLueHMe HaKonneHM* b 
rpynne, npi/iMeH^ton^eM nnacTbipb c TecTocTepoHOM, 3HaHMTeribHo MeHbLue, neM b rpynne, 
npi/iMeHfljomeM 5,0 r/fleHb AndroGel®, n b rpynne, npwMeHflromeii 10,0 r/fleHb AndroGel®. 

Ha 0MT.2(d) noKa3aHbi KOHi^eHTpai^Mii b cfDMHaribHbix oKcnepuMeHTaribHbix rpynnax b fleHb 
180. KaK npaBMno, KOHi_ieHTpai_iMM cBoSoflHoro TecTOCTepoHa npoflBnflKrr Te we ocoSeHHocTM, 

HTO M KOHI^eHTpaL^MM CblBOpOTOHHOrO TeCTOCTepOHa. 24-HaCOBbie C|3apMaKOKMHeTMHeCKMe 

napaivieTpbi cxoflHbi c aHanorMHHbi mm napaMeTpaMM b ahm 30 m 90 y Tex nai^MeHTOB, KOTopbie 
ocTaK)TCfl b Tpex nepBOHananbHo npoM3BoribHo o6pa30BaHHbix rpynnax. I/I cHOBa rpynna, 
cocTOflinafl M3 naLjMeHTOB, KOTopbiM Ha3HaneHo npMMeHeHMe 7,5 r/fleHb AndroGel®, 
HeoflHopoflHa. C avg CBoSoflHoro TecTOCTepoHa y nai_jMeHTOB c KoppeKTMpoBKOM fl03bi 5,0=>7,5 
r/fleHb coxpaHfleTca Ha 29% HM>Ke, neM C avg CBo6oflHoro TecTOCTepoHa y naqMeHTOB, 
ocTaiOLUMxcfl b rpynne, npMHMMaK>meM 5,0 r/fleHb AndroGel®. C avg CBo6oflHoro TecTOCTepoHa y 

40 nai4MeHTOB, fl03bi kotopnx noHM>KaK)T c 10,0 flo 7,5 r/fleHb, Ha 11% Bbiwe, neM y nai^weHTOB, 
ocTaK)LHMxcfl b rpynne, npMHMMatonieM 10,0 r/fleHb. 

Ha 0MT.2(e) - (g) noKa3aHbi KOHi^eHTpai^MM CBo6oflHoro TecTOCTepoHa b Tpex rpynnax 
nai-^MeHTOB b TeneHMe 180-flHeBHoro nepMOfla neneHMq. M onjrrb, ypoBHM cBoSoflHoro 
TecTOCTepoHa "cneflyioT npMMepy" ypoBHefi TecTOCTepoHa. CpeflHMe ypoBHM cBo6oflHoro 

45 TecTOCTepoHa bo Bcex Tpex rpynnax HaxoflMfiMCb b HopManbHOM MHTepBane, npM otom b 

rpynne, np^MeHflioLneii 10,0 r/fleHb, coxpaHflKrrca 6onee BbicoKMe ypoBHM TecTOCTepoHa, neM b 
rpynnax, ngMMgHgtou^MX 5,0 r/fleHb m nnacTbipb c TecTocTepoHOM. 



50 



Ta6jiMLia 7 

OapMaKOKMHeTMnecKne napaivieTpbi CBo6oflHoro TecTOCTepoHa npn OKOHnaTe/ibHOM /leneHMn 


Ao3bi, nonynaeMbie b HaHanbHOM^npoflon^ 
5,0 r/fleHb T-renb 5,0=^7,5 r/,qeHb T-renb 


aiou^eM CTaflnn jieneHMn 

10,0=>7,5 r/fleHb T-renb 10,0 r/fleHb T-rejib T-nnacTbipb 


fleHb 0 N=53 N=20 
Cavg (Hr/fl/i) 4.52+3.35 4.27±3.45 
C max (Hr/fln) 5.93+4.25 6.06±5.05 


N=20 N=58 N=76 
4.64±3.10 4.20±3.33 4.82±3.64 
6.91+4.66 5-84+4.36 6.57+4.90 
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Tmax* (h) 


4.0(0.0-24.5) 


2.0 (0.0-24.0) 


13.S (0.0-24.2) 


2.1(0.0-24.1) 


3.8 (0.0-24.0) 


C min (Hr/fln) 


3.23 +2.74 


3.10+2.62 


3.14±2.14 


3.12+2.68 


3.56+2.88 


Tmin <h) 


8.0(0.0.-24.2) 


9.9(0.0-16.0) 


4.0 (0.0-23.3) 


8.0(0.0-24.0) 


7.9 (0.0-24.0) 


<DjiyK.MHfleKC(OTH) 


0.604+0.342 


0.674+0.512 


0.756 ±0.597 


0.634 ±0.420 


0.614+0.362 


AeHb 1 


N=53 


N=20 


N=19 


N=57 


N=74 


Cavg (Hr/fln) 


7.50+4.63 


r> oo . a oo 

o. 80+4. 82 


O ft/I i C ft A 

9.94±5.04 


o rvo i a ftr» 

8.93+6.09 


ft r\A i A OH 

9.04+4.81 


Cmax (Hr/fln) 


1 0.86±7.45 


10.10+7.79 


15.36 ±7.31 


13.20±8.61 


12.02±6.14 


Tmax* (*0 


16.0 (0.0-25.3) 


13.9 (0.0-24.3) 


15.7 (2.0-24.0) 


23.5 (1.8-24.3) 


12.0 (1.8-24.01) 


C min (nr/fln) 


4.30+333 


3.69+3.24 


3.88+2.73 


4.40+3.94 


4.67+3.52 


Tmin M 


0.0(0.0-24,1) 


1.8(0.0-24.0) 


0.0(0.0-24.2) 


0.0(0.0-23.9) 


0.0 (0.0-24-0) 


A@Hb 30 


N=47 


N=19 


N=19 


N=55 


N=70 


Cavg (Hr/flJi) 


A A A r\ , f> OO 

1 1.12+6.22 


7 ni , o ft/I 

7.81 ±3.94 


16.18+8.18 


13.37+7.13 


8.12+4.15 


Cmax (Hr/flJi) 


1 b.9o±1 0.47 


A -1 CO i C O/l 

1 1 .02 ±b.o4 


oe i a i -1 ft Qft 

25.14+10.80 


H ft oe i Q 7C 

19-35+9.75 


H H /IO C 70 

1 1 .48±5.78 


Tmax* (h) 


o ft /ft ft o^ o\ 

8.0(0.0-27.8) 


o ft /ft o oe o \ 

8.0(0.0-26.3) 


O ft /ft ft O/l o\ 

8.0 (0.0-24.3) 


O ft /ft ft O/l o\ 

8.0 (0.0-24.3) 


O ft /ft ft O/l ft\ 

8.0 (0.0-24.0) 


Cmin (Hr/flJi) 


6.99+3.82 


4.78 ±3.10 


9,99+7.19 


8.25+5.22 


4.31 ±3.20 


Tmin (h) 


4.0(0.0-24.1) 


3.5(0.0-24.1) 


11.4 (0.0-24.1) 


7.8 (0.0-25.8) 


2.0 (0.0-24.8) 


OjiyK. MHfleKC(OTH) 


0.853+0.331 


0.872 ±0.510 


1.051+0.449 


0.861+0.412 


0.929±0.31 1 


OTH. H3K0njl.(OTH) 


1 ,635+0.820 


1.479 ±0.925 


2.065+1.523 


1.953+1.626 


0.980+0.387 


AeHb 90 


N=45 


N=20 


N=18 


N=55 


N-64 


Cavg (nr/fln) 


12.12+7.78 


8.06 ±3.78 


17.65±8.62 


13.1 1+5.97 


8.50=5.04 


Cmax (Hr/flJi) 


«i o t c , h on 

18.75+1 .90 


4 ft 7C i >l ilO 

10.76 +4.48 


oe oft i a o /io 
25.29+12.42 


-1 O H O Oft 

18.61+8.20 


H O ft/I i e OH 

12.04+6.81 


Tmax* (^) 


/i ft /ft r» o/i ov 
4.0 (0.0.24.0) 


ft "7 /ft ft O/l ft\ 

9.7 (0.0-24.0) 


O ft /ft ft O/l ft\ 

8.0 (0.0-24.0) 


o ft /ft ft oe o\ 

8.0 (0.0-25.2) 


h h c /ft ft oe ft\ 

11.6 (0.0-25.0) 


Cmin (Hr/qjl) 


7.65+4.74 


4.75+2.86 


10.56+6,07 


8.40+4.57 


4.38+3.70 


Tmin (H) 


8.0(0.0-24.0) 


1.9(0.0-24.0) 


5.9(0.0-24.1) 


4.0 (0.0-24.8) 


2.0(0.0-24.1) 


<t>JiyK. MHfleKC(OTH) 


0.913+0.492 


0.815+0.292 


0.870+0.401 


0.812+0.335 


0.968+0.402 


Oth. HaKonn.(OTH) 


1 .755+0.983 


1.916+1.816 


1 .843+0.742 


2.075±1.866 


1 .054+0.498 


AeHb 180 


N=44 


N=18 


N=19 


N=48 


N=41 


Cavg (Hr/flJi) 


A A fx A . C O/l 

1 1.01+5.24 


7 oft i a eo 
7. 80+4. bo 


A A A A . 7 7<J 

14.14+7.7-3 


H O 77 i C 7ft 

12.77±5-70 


7.25+4-90 


Cmax (nr/fln) 


1b.21±7.o2 


H H OO , Ct Oft 

1 1 .3b±b.ob 


OO RC i A O CO 

22.55+1 2. b2 


«i o co , ft OH 

18. 58+9. ol 


■1ft -1 7 i C Qft 

10.17+5.90 


Tmax* (*0 


t q /ft ft o/i ft\ 
7.9 (0.0-24.0) 


o ft /n n oo q\ 
2.0 (0.0-ZO.9) 


7 C /ft ft O/l ft\ 

7.8 (0.0-24.0) 


Q ft /ft ft O/l ft\ 

8.0 (0.0-24.0) 


■i A A /ft ft O/l ft\ 

11.1 (0.0-24.0) 


Cmin (Hr/flJi) 


7.18+3.96 


5.32±4,06 


9.54+6.45 


8.23+4.01 


3.90+4-20 


T min (h) 


9.9(0.0-24.2) 


7.9 (0.0-24.0) 


8.0 (0.0-23.2) 


11.8(0.0-27.4) 


2.5(0.0-25.7) 


OjiyK. HHfl 6K C ( OT H ) 


0,897+0.502 


0.838±0.378 


0.950+0.501 


0.815+0.397 


0.967+0.370 


Oth. HaKonn.(OTH) 


1.712+1.071 


NA 


NA 


2.134+1.989 


1.001+0.580 



* CpeflMHHoe 3HaMeHne (MeflnaHa, i/im-epBan) 



C. KOHLjeHTpaL\MM CblBOpOTOMHOrO DHT 

35 CbiBopoTOHHbiM DHT onpeflermK>T MeTOflOM PMA nocre o6pa6oTKM nepiviaHraHaTOM Karma 
o6pa3Lia nocne 3KCTpaKi4MM. MeTOflbi m peareHTbi flrifl aHaxiM3a DHT npeflocTaBjieHbi 
DSL(Webster, TX). riepeKpecTHafl peaKTMBHocTb aHTMCbiBopoTKM, Mcnonb3yeMOM b PMA fljiq 
aHariM3a DHT, cocTaBnqeT 6,5% b oTHOLueHMM 3-p-aHflpocTaHflnona, 1,2% b otholughmm 
3-a-aHflpocTaHflnona, 0,4% b oTHOLueHnui 3-a-aHflpocTaHflnona rnjoKypoHMfla m 0,4% b 

40 OTHOLU6HMM TecTocTepoHa (nocne o6pa6oTKM nepMaHraHaTOM Kanwq m sKCTpaKi^uii/i) m MeHee 

0,01% B OTHOLUGHMM flpyrMX CTepOMflOB. 3Ty HM3KyK) nepeKpeCTHyK) aKTMBHOCTb B OTHOLUeHMM 

TecTocTepoHa flonoriHMTenbHo noflTBep>KAaK)T, flo6aBrmfl b cBo6oflHyK) ot cTepoMflOB 
cbiBopoTKy 35 HMOJib/n (1000 nr/fln) TecTocTepoHa m aHanM3Mpyq o6pa3i_ibi Ha DHT. 
Pe3ynbTaTbi, fla>Ke npM flo6aBneHMM 6onee 35 HMorib/n TecTocTepoHa, cocTaBjiflK)T MeHee 0,1 
4 5 HMorib DHT. LLQ cbiBopoTOMHoro DHT b aHanM3e cocTaBn^eT 0,43 HMorib/n. CpeflH^fl TOMHocTb 
(Bbixofl) aHaxiM3a DHT, onpeflenyieMafl npw flo6aBneHMM k He coflep^ameM CTepoMflOB 

CblBOpOTKe pa3JlMMHblX KOflMMeCTB, OT 0,43 HMOJlb/fl flO 9 HMOflb/jl, DHT, cocTaBrmeT 101% M 

Kone6/ieTCfl b MHTepBane 83-1 14%. KoacfictiMLiMeHT flMcnepcMM (pa36poc) b oahom aHariM3e m 
Me>Kfly aHariM3aMM (BHyTpM rpynn m Me>Kfly rpynnaMM) DHT paBeH 7,8 m 16,6% cooTBeTCTBeHHO 
so flnfl MHTepBana HopManbHbix B3pocribix My>KHMH. HopivianbHbiM MHTepBan ajih B3pocribix My>KHMH 
paBeH 30,7-193,2 Hr/fln (1,06-6,66 HMonb/n) no onpefleneHMK) MeflMMMHCKoro LjeHTpa UCLA- 
Harbor. 

KaK noKa3aHo b Ta6nMi4e 8, npeflOKcnepMMeHTanbHbie cpeflHMe KOHi^eHTpai-iMM DHT b 



CTpaHMi^a: 18 
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cbiBopcm<e cocTa bji 9\ \oj 36-42 Hr/fln, hto 6jim3ko k HM>KHeMy npefleny HopManbHoro MHTepBana, 
bo Bcex Tpex rpynnax, HaHMHaioniMX neneHMe. Hm y oflHoro M3 naLiuieHTOB KOHi4eHT pa 141/11/1 DHT 
He npeBbiiuaK)T BepxHero npeflena HopManbHoro MHTepBana b fleHb nepefl HananoM neneHMH, 
xoTq noMTM y nonoBMHbi (103 nai4neHTa) KOHLiempaLiMM HM>Ke HM>KHero npeflena. 

5 Ha 0MT.3 noKa3aHo, hto nocne o6pa6oTKM pa3HMi4a Me>Kfly cpeflHMMM KOHi4eHT pa 141/1^1 mm DHT, 
CBq3aHHa^ c pa3nMHHbiMM rpynnaMM o6pa6oTKM, CTaTMCTMHecKM 3HaHMMa, npw stom y 
nai^MeHTOB, nonyHaiomwx AndroGel®, cpeflH^q KOHi^eHTpai^Mfl DHT Bbnue, neM y na^iem-oB, 
npMMeHqroLi^Mx nnacTbipb, w b cpeflHMx KOHi^eHTpai-^Myix DHT cbiBopoTKii Ha6nK>flaeTCfl 
33BMCM MocTb ot fl03bi. KoHKpeTHo, nocne Hano>KeHMq nnacTbipn c TecTocTepoHOM cpeflHwe 

10 ypoBHM cbiBopoTOMHoro DHT noBbnuajOTcq npMMepHo b 1,3 pa3a no cpaBHeHMK) c 6a30B0M 

nMHMeM. HanpoTMB, cbmopoTOMHbiM DHT noBbiiuaeTCfl flo 3,6 m 4,8 pa3 no cpaBHeHMK) c 6a30BOM 
nMHMeCi nocn e HaHeceHMfl 5,0 r/fleHb m 10,0 r/fleHb AndroGel® cooTBeTCTBeHHo. 
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Ta6/ini4a 8 

KoHi^eHTpaL^iM DHT (Hi7fln) b Ka>KflbiM 1/13 AH8M o 6cn e^o bsh c Hanana neneHi/m (CpeflHee + SD) 




fleHb 0 


AeHb 30 


AeHb 60 


AeHb 90 


AeHb 120 


AeHb 150 


AeHb 180 


5,0 

r/fleHb T-renb 


N=73 

36,0+19,9 


N=69 
117,6+74,9 


N=70 
122,4+99,4 


N=65 

130,1+99,2 


N=65 

121,8+89,2 


N=63 
144,7+110,5 


N=65 
143,7+105,4 


10,0 
r/fleHb T-renb 


N=78 

42±29,4 


N=78 
200,4+127,8 


N=74 

222,0+126,6 


N=75 
207,7+110,0 


N=68 
187,3+97,3 


N=67 
189,1+102,4 


N=71 
206,1+105,4 


T- 

nnacTbipb 


N=76 
37,4±21,4 


N=73 
50,8+34,6 


N=68 
49,3+27,2 


N=66 
43,6+26,9 


N=49 
53,0+52,8 


N=46 
54,0+42,5 


N=49 
52,1+34,3 


nepeKpecTHbiM RX 


0,6041 


0,0001 


0,0001 


0,0001 


0,0001 


0,0001 


0,0001 



YBenMMeHMe koh i\b ht pa uy\ m DHT cneflyeT, no-BMflMMOMy, oTHecTM 3a cneT koh \\b ht pa u/a m m 
noKanM3ai4MM b Ko>Ke 5a-peflyKTa3bi. HanpMMep, 6onbLUMe KonMMecTBa 5a-peflyKTa3bi b 

25 CKpoTan bHOM Ko>Ke, BepoflTHo, Bbi3biBaeT noBbiiueHMe KOHL^eHTpai^MM DHT b nnacTbipe 

TESTODERM®. HanpoTMB, nnacTbipw ANDRODERM® m TESTODERM TTS® Bbi3biBaK)T cnaSoe 
M3MeHeHMe ypoBHefi DHT BcneflCTBMe Toro, hto nnomaflb noBepxHocTM nnacTbipq Mana m b 
HecKpoTanbHOM Ko>Ke noKanM30BaHo HeMHoro 5a-peflyKTa3bi. l~lo-BMflMMOMy, AndroGel® 
Bbi3biBaeT noBbiLueHMe ypoBHefi DHT BcneflCTBMe Toro, hto renb HaHocMTCfl Ha cpaBHMTenbHo 

30 6onbiuyK) noBepxHocTb ko>km m, cneflOBaTenbHo, SKcnoHMpyeT TecTocTe poh c 6onbiuMMM 
KonMHecTBaMM c(DepMeHTa. 

flo HacTo^Li^ero BpeivieHM HeT coo6u^eHMM o tom, hto noBbiiueHHbie ypoBHM DHT Bbi3biBaK)T 
BpeflHbie KnMHMHecKMe ac|3ct)eKTbi. Bonee Toro, cymecTByioT flaHHbie, cBMfleTenbCTByiomMe o 
tom, hto noBbiLueHHbie ypoBHM DHT MoryT MHrM6npoBaTb paK npeflCTaTenbHOM >Kene3bi. 

35 d. OTHOLueHMe DHT/T 

MeflMi4MHCKMM L(eHTp UCLA - Harbor coo6maeT, hto OTHomeHMe DHT/T Ana HopManbHbix 
B3pocnbix My>KHMH paBHo 0,052-0,328. B flaHHOM npMMepe cpeflHMe 3HaneHMfl oTHOLueHMfl flna 
Bcex Tpex rpynn o6pa6oTKM b fleHb 0 cooTBeTCTByK)T HopManbHOMy MHTepBany. KaK noKa3aHo 
Ha d>nr.4 m b Ta6nwi4e 9, b TeneHMe 180-flHeBHoro nepwofla Ha6nK)flaK)TCfl noBbiweHi/ifl b 

40 33BMCM MOCTM OT 06pa60TKM M KOHLieHTpaLJMM . KOHKpeTHO, B rpynnax, npMMeHflJOLl^MX 

AndroGel®, HaSnhOflaeTCfl caMoe Sonbwoe yBenMHeHne OTHOLueHMfl DHT/T. OflHaKO cpeflHMe 
3HaHeHkifl oTHoiueHMfl flnn Bcex nponeHMBaeMbix rpynn ocTaeTCfl b HopManbHOM MHTepBane Bee 
flHM o6cnefl OBaHMq (9KcnepTM3bi). 
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Ta6nnLia 9 

Otholu eHiie DHT/T b Kax<^biM 113 nHePi o6cneflOBaHna c Hana/ia neneHMn (Cpen.Hee+SD) 




AeHb 0 


AeHb 30 


AeHb 60 


AeHb 90 


AeHb 120 


AeHb 1 50 


AeHb 180 


5,0 

r/fleHb T-rejib 


N=73 

0,198+0,137 


N=68 

0,230+0,104 


N=70 

0,256+0,132 


N=67 

0,248+0,121 


N=65 

0,266+0,119 


N=62 

0,290+0,119 


N=64 

0,273+0,160 


10,0 

r/fl9Hb T-re/ib 


N=78 

0,206+0,163 


N=77 

0,266+0,124 


N=74 

0,313+0,160 


N=74 

0,300+0,131 


N=68 

0,308+0,145 


N=67 

0,325+0,142 


N=71 

0,291+0,124 


T- 

nnacTbipb 


M=76 

0,204+0,135 


N=73 

0,192+0,182 


N=68 

0,175+0,102 


N=65 

0,175+0,092 


N=49 

0,186+0,134 


N=46 

0,223+0,147 


N=46 

0,212+0,160 


flepeKpecTHbiM RX 


0,7922 


0,0001 


0,0001 


0,0001 


0,0001 


0,0001 


0,0002 
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e. OSmuiM aHflporeH (DHT+T) 

no onpefleneHMK) Mefli/mi/iHCKoro Llempa UCLA - Harbor HopManbHaa KOHLiempai-iiifl o6mero 
aHflporeHa cocTaBnaeT 372-1350 Hr/fln. KaK noKa3aHo Ha <J>nr.5 u b Ta6nume 10, cpeflHuie 
"npeflflosMpoBOMHbie" KOHi4eHTpai4i/in o6mero aHflporeHa HM>Ke HM>KHero npeaena b aeHb nepea 
HananoM neneHmq. KoHi4eHTpai_ii/iii oSmero aHflporeHa b o6enx rpynnax, ynoTpe6nflK)mwx 
AndroGel®, cooTBeTCTByioT HopMaribHOMy MHTepBany bo Bee flHi/i oScneflOBam/m. HanpoTuiB, 
cpeflHuie KOHL^eHTpai^i/ii/i y nai^i/ieHTOB, npi/iMeHqiomiix nnacTbipb c TecTocTepoHOM, c 6onbLuuiM 
TpyflOM yKnaflbiBaJOTCfl b HopManbHbiw HHTepBan b ahm 60 m 120, ho Hi/iwe HM>KHero 



Ta6jiima 10 

06mnM aHflporeH (DHT+T) (Hr/flji) b Ka>KflbiM M3 flHefi o6cneflOBaHnyi c Hanana jieneHMJi (CpeflHee±SD) 




fleHb 0 


fleHb 30 


fleHb 60 


fleHb 90 


fleHb 120 


fleHb 150 


fleHb 1 80 


5,0 

r/fleHb T-rejib 


N=73 
281+150 


N=68 
659+398 


N=70 
617+429 


N=67 
690+431 


N=65 
574+331 


N=62 
631+384 


N=64 
694+412 


10,0 
r/fleHb T-re/ib 


N=78 
307+180 


N=77 
974+532 


N=74 
1052+806 


N=74 

921+420 


N=68 
827+361 


N=67 
805+383 


N=71 
944+432 


T- 

nnacrbipb 


N=76 

282+159 


N=73 
369+206 


N=68 

392+229 


N=65 
330+173 


N=49 

378+250 


N=46 
364+220 


N=46 

355+202 


flepeKpecTHbiCi RX 


0,7395 


0,0001 


0,0001 


0,0001 


0,0001 


0,0001 


0,0001 



f. KOHLJGHTpaLJMfl E 2 

ypOBHM E 2 onpeAenyiK)T HenocpeflCTBeHHo, 6e3 3KCTpaKi_jnn, aHanw3i/ipyfl, c noMou^bK) 
peareHTOB ot ICN (Costa Mesa, CA). KoscfDcfDMLjueHT BapnaL^nn E 2 b oahom aHann3e i/i Me>Kfly 
aHariM3aMM cocTaBnaeT 6,5 m 7,1 cooTBeTCTBeHHo. no coo6LneHi/iflM Meflni_\MHCKoro L4eHTpa 
UCLA - Harbor MHTepBan cpeflHefi KOHi_jeHTpai_jn m E 2 cocTaBnaeT 7,1-46,1 nr/is/in (63-169 
nMonb/n) ana HopiwanbHbix B3pocnbix MywnwH). LLQ E 2 cocTaBnaeT 18 nMorib/n. nepeKpecTHaa 

peaKTMBHOCTb aHTMTefia K E 2 COCTaBnfleT 6,9% B OTHOLUeHMM OCTpOHa, 0,4% B OTHOLUeHMM 

OKBuneHMHa m MeHee 0,01% b OTHOLUeHMM flpyrux npoBepaeMbix cTepowflOB. ToHHocTb aHann3a 

E 2 OLjeHMBaWT, BBOAA B CBOSOflHyK) OT CTepOMflOB CblBOpOTKy yBenMMMBdlOLLlMeCfl KOflMMeCTBa E 2 

(18 - 275 nMonb/n). PereHepai_inq (Bbixofl) E 2 oTHocMTeribHo BBOflMMoro KonuiHecTBa b cpeflHeM 
cocTaBji^eT 99,1%, MHTepBan 95 - 101%. 

Ha OMr.6 noKa3aHbi KOHL^eHTpai^MM E 2 b TeneHMe 180-flHeBHoro MccneflOBaHMfl. CpeflHMe 
koh i\q ht pa u/a \a E 2 nepefl MccneflOBaHMeM bo Bcex rpynnax cocTaBrmKrr 23-24 nr/Mn. B xofle 
MCcneflOBaHMq ypoBHM E 2 noBbiwaiOTCfl b cpeflHeis/i Ha 9,2% b rpynne, i/icnonb3yK>LneM nnacTbipb 
c TecTocTepoHOM, Ha 30,9% b rpynne, npuMeHflJomeii 5,0 r/fleHb AndroGel®, m 45,5% b 
rpynne, npi/iMeHflKnnefi 10,0 r/fleHb AndroGel®. Bee cpeflHue KOHi_jeHTpaL(Mii ne>KaT BHyTpM 



Ta6nni^a 1 1 

KoHi^eHTpai^nyi acipaflnona (nr/fln) b Ka>KflbiM M3 flHew o6cneflOBaHM5i c Han an a jieneHMJi (CpeflHee+SD) 




fleHb 0 


fleHb 30 


fleHb 60 


fleHb 90 


fleHb 120 


fleHb 150 


fleHb 180 


5,0 

r/fl9Hb T-rerib 


N=73 

23,0+9,2 


N=69 
29,2+1 1 ,0 


N=69 
28,1+10,0 


N=67 
31,4+11,9 


N=64 
28,8+9,9 


N=65 
30,8+12,5 


N=65 

32,3+13,8 


10,0 
r/fleHb T-re/ib 


N=78 

24,5+9,5 


N=78 
33,7+11,5 


N=74 

36,5+13,5 


N=75 

37,8+13,3 


N=71 
34,6 ±10,4 


N=66 
35,0 +11,1 


N=71 
36,3+13,9 


T- 

rijiacTbipb 


N=76 

23,8+8,2 


N=72 

25,8+9,8 


N=68 
24,8+8,0 


N=66 
25,7+9,8 


N=50 
25,7+9,4 


N=49 

27,0+9,2 


N=49 

26,9+9,5 


nepeKpecTHbiM RX 


0,6259 


0,0001 


0,0001 


0,0001 


0,0001 


0,0009 


0,0006 



rionaraiOT, hto E 2 Bax<eH ana noflflepwaHM* npoHHocmi KocrreM. IIommmo OToro, E 2 oKa3biBaeT 
nono>KMTenbHoe Bnn^Hiie Ha noKa3aTenn cbiBopoTOHHbix nnnnflOB. 

g. KOHLjeHTpaLlMM CblBOpOTOHHOrO SHBG 

ypOBHM cbiBopoTOHHoro SHBG onpeqenfliOT MMMyHocfenyopecLieHTHbiM aHann30M (M<t>A, 
"FIA") c peareHTaMM ot c|DMpMbi Delfia (Wallac, Gaithersberg, MD). Koac(Dc|DMLiMeHTbi BHyTpM- 
m Me>Kfly aHann3aMM cocTaBnyiK)T 5% m 12% cooTBeTCTBeHHo. LLQ paBeH 0,5 HMonb/n. l~lo 
OLjeHKe MeflMLiMHCKoro LleHTpa UCLA - Harbor MHTepBan fln* 3flopoBbix B3pocnbix My>KHMH b 
aHanii3e SHBG cocTaBn^eT 0,8-46,6 HMonb/n. 
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KaK noKa3aHo Ha Ol/ir.7 m b Ta6nni4e 12, ypoBHM cbmopoTOHHoro SHBG aHanoruinHbi m 
HaxoflsqTcsq b MHTepBane 3HaHeHMM flna 3flopoBbix B3pocribix My>KHMH b Tpex o6pa6aTbiBaeMbix 
rpynnax Ha 6a30BOM jimhmm. Hm b oahom m3 o6pa6aTbiBaeMbix rpynn He Ha6nK)flaeTCfl 
3HaMMTeribHbix M3MeHeHMM no cpaBHeHMK) c 6a30BbiMM noKa3aTenjqMM hm b kbkom fleHb BM3MTa k 
5 Bpany. nocne 3aMemeHMH TecTOCTepoHa Ha6nK>flaeTCfl cna6oe noHMweHMe ypoBHefi 

CbmopoTOHHoro SHBG bo Bcex Tpex rpynnax. Haw6onee 3aMeTHoe M3MeHeHne Ha6nK>flaeTCfl b 
rpynne, npMMeH flioineM 10,0 r/fleHb AndroGel®. 
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Ta6jini^a 12 

KoHLieHTpaLjfifl SHBG(HMO/ib/ji) b Ka>K,qbiM i/i3 ah eft o6cji eflo Ba h c Han ana neneHHfl (CpeflHee + SD) 




fleHb 0 


fleHb 30 


fleHb 60 


fleHb 90 


fleHb 120 


fleHb 150 


fleHb 180 


5,0 

r/fleHb T-renb 


N=73 
26,2+14,9 


N=69 
24,9+14,0 


N=69 
25,9+14,4 


N=67 
25,5+14,7 


N=66 

25,2+14,1 


N=65 
24,9+12,9 


N=65 

24,2+13,6 


10,0 
r/fleHb T-renb 


N=78 
26,6±17,8 


N=78 
24,8±14,5 


N=75 

25,2+15,5 


N=75 

23,6+14,7 


N=72 

25,5+16,5 


N=68 

23,8+12,5 


N=71 

24,0+14,5 


T- 

nnacTbipb 


Nl=76 

30,2+22,6 


N=72 
28,4+21,3 


N=68 

28,2+23,8 


N=66 

28,0+23,6 


N=50 
26,7+16,0 


N=49 

26,7+16,4 


N=49 

25,8+15,1 


flepeKpecTHbiM RX 


0,3565 


0,3434 


0,5933 


0,3459 


0,8578 


0,5280 


0,7668 



b. ToHaflOTponHHbi 

CbiBopoTOHHbie FSH (<t>CI~) m LH (fir) onpeflenflrOT b bicoKony BCTBMTen bH bi m n n 
cnei_iMcf)MHHbiMM MeTOflaMM TBepfloct)a3Horo MOA ("®)AA") c peareHTaMM, n peflocTaBneH h bi mm 
c|dmpmom Delfia (Wallac, Gaithersberg, MD). KoacJxjDMLiMeHT BapMai^MM b oahom aHariM3e flna 
MMMyHocfinyopecL^eHTHoro aHariM3a flna LH m FSH cocTaBnneT 4,3% m 5,2% cooTBeTCTBeHHo, a 
KoscfDcfD m l\m e ht BapMaLjMM Me>Kfly aHa/iM3aMM flnn LH m FSH paBeH 11,0 m 12,0% 
cooTBeTCTBeHHo. KaK b aHani/i3e LH, TaK m b aHanM3e FSH BeriMHMHa LLQ cocTaBrmeT 0,2 
ME/n. AHarM3 Bcex o6pa3i_iOB ot oflHoro m Toro >Ke nai^em-a npoBOflfrr b oahom cepMM. flo 
OLjeHKe MeflMLjMHCKoro LleHTpa UCLA - Harbor wm-epBan flna 3flopoBbix B3pocribix My>KHMH b 
aHariM3e LH paBeH 1,0-8,1 E/n, a flna FSH stot MHTepBan paBeH 1,0-6,9 E/n. 

(1) FSH (OCX) 

B Ta6nMi^e 13(a)-(d) noKa3aHbi KOHi_ieHTpai_iMM FSH b TeneHMe 180-flHeBHoro neneHMfl b 

33BMCM MOOTM OT npMMMHbl n/inorOHaflM3Ma: (1) nepBMMHbIM, (2) BTOpl/lMHbIM, (3) B03paCTHOM 
MJ1M (4) npMHMHa HeM3BeCTHa. 

y naLJMeHTOB C nepBMHHbiM n/inorOHaflM3MOM npOflBnfleTCfl MHTaKTHbIM MexaHM3M oSpaTHOM 
CBA3M B TOM CMblCfie, HTO HM3KMe KOHLjeHTpaLJMM CblBOpOTOHHOrO TeCTOCTepOHa aCCOL\MMpyK)TCfl 
C BblCOKMMM KOH LleHTpa L^Mfl MM FSH M LH. OflHaKO BCfieflCTBMe TeCTMKyjlflpHOM MflM KaKOM-HMSO 
flpyrOM HeflOCTaTOHHOCTM BblCOKMe KOHLjeHTpaLJMM LH HeaCpCpeKTMBHbl npM CTMMyjIMpOBaHMM 

npoflyL^MpoBaHMq TecTOCTepoHa. 

BTOpMHHbIM TMnorOHaflM3M BKTIK)HaeT fleCjDML^MT MflMOnaTMHeCKOTO TOHaflOTponMHa MflM LH- 

pmiM3MHr-c|DaKTopa. TaK KaK y nai_jMeHTOB c BTopMMHbiM TMnoroHaflM3MOM He Ha6nioflaeTCfl 

MHTaKTHbIM MeX3HM3M oSpaTHOM CBA3M, TO SOfiee HM3KMe KOHL^eHTpai^MM TeCTOCTepOHa He 

accoLjMMpyjoTCfl c noBbiLueHHbiMM ypoBH^MM LH m FSH. CneflOBaTeribHo, y stmx My>KHMH HM3KMe 

ypOBHM CblBOpOTOHHOrO TeCTOCTepOHa, HO KOHLjeHTpaLlMfl TOHaflOTponMHOB B HOpMaJIbHOM 

MHTepBane. 

TMnoroHaflM3M MO)KeT 6biTb cBq3aH c B03pacTOM. y My>KMMH Ha6nK)flaeTCfl MeflneHHoe, ho 
HenpepbiBHoe noHM>KeHMe cpeflHero ypoBHfl CbiBopoTOHHoro TecTOCTepoHa, npMMepHo, nocne 
20-30 neT. 3tot flec|DML(MT TecTOCTepoHa npM oTcyTCTBMM ero neneHMfl Mo>KeT npMBecTM y 
My>KHMH 6onee CTapLuero B03pacTa k pafly (J}M3MonorMHecKMx M3MeHeHMM. KoHenHbiM 
pe3ynbTaTOM ABnaeTCfl CTapMecKMM ranoroHaflM3M, MnM to, hto o6bNHo Ha3biBaK>T "MywcKaa 
MeHonay3a". 

KaK o6cy>KflaeTCfl Bbiiue, y nai_jMeHTOB c nepBMHHbiM TMnoroHaflM3MOM ecTb MeTaSonMHecKMM 

nyTb MHrM6MpOBaHMfl MHTaKTHOM OSpaTHOM CBF13M, HO flMHKM He ceKpeTM pyK)T TeCTOCTepOH. B 

pe3ynbTaTe noBbiLuaK)LHMecfl ypoBHM CbiBopoTOHHoro TecTOCTepoHa npMBOfl^T k noHM>KeHMK) 
koh i^e ht pa l^m m CbiBopoTOHHoro FSH. B 3tom npMMepe MfleHTMcf)ML^MpoBaHo Bcero 94 nai-jMeHTa c 
nepBMHHbiM rMnoroHaflM3MOM. y 3tmx nai_(MeHTOB cpeflHMe KOHi_jeHTpai_jMM FSH b Tpex 
o6pa6aTbiBaeMbix rpynnax b fleHb 0 cocTaBn^JOT 21-26 ME/Mn, Bbime BepxHero npeflena 
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HopMaribHoro MHTepBana. KaK noKa3aHo Ha <t>Mr.8(a) m b Ta6nni4e 13 (a), cpeflHi/ie 
koh i4e ht pa 14 m m FSH b xofle 3KcnepnMeHTa CHM>KaK)TCfl npn Bcex Tpex cxeiwax neHeHi/m. OflHaro 
ToribKo b rpynne, nonyMajomefi 10,0 r/fleHb AndroGel®, cpeflHi/ie KOHuieHTpaL^uii noHi/iwaKrrcfl flo 
HopMaribHoro i/iHTepBana b TeHeHi/ie nepBbix 90 flHew ne^em/ia. ripui jieMeHMM c noMombho 10,0 
r/fleHb AndroGel® Tpe6yeTcn nprnwepHo 120 flHefi, MTo6bi flocTMMb ycTOMMMBoro cocTOflHum. 
Cpefli-mfl KOHLjeHTpaL\Mfl FSH y nai_iweHTOB, nonynarOLHwx 5,0 r/fleHb AndroGel®, CHanana 
noHMwaeTCfl, cnafl KOMneHcwpyeTCfl k ahio 30, a 3aTeM flpyran c|3a3a noHM>KeHi/m b fleHb 120, 
npoflon>KaK)LnaflCfl flo KOHi^a neneHMfl. CpeflHwe KOHi^eHTpai^MM FSH y nai^neHTOB, 
npuMeHAJOLi^Mx nxiacTbipb c TecTocTepoHOM, flocTwrarOT ycTOMHMBoro cocto^hma, no-BMflWMOMy, 
no cne 30 flHefi, ho 3tm KOHueHTpauMM 3HannTenbHo Bbime HopivianbHoro MHTepBana. 



Ta6ni/ma 13(a) 

KoHL\6HTpai^MM FSH (<fcCI~) (wiE/win) b Ka>KflbiM 113 flHeii o6cneflOBaHM5i b rpynnax c Hanana neneHiisi y namieHTOB c nepBMHHbiwi n/inoroHaflnsMOM 



(CpeflHee±SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


AeHbO 


26 


21,6*21,0 


33 


20,9±15,9 


34 


25,5+25,5 


fleHb 30 


23 


10,6±15,0 


34 


10,6±14,1 


31 


21,4±24,6 


fleHb 60 


24 


10,8±16,9 


32 


7,2±12,6 


31 


21,7±23,4 


fleHb 90 


24 


10,4+19,7 


31 


5,7+10,1 


30 


19,5+20,0 


fleHb 120 


24 


8,1+15,2 


28 


4,6+10,2 


21 


25,3+28,4 


fleHb 150 


22 


6,7±15,0 


29 


5,3±11,0 


21 


18,6±24,0 


fleHb 180 


24 


6,2±11,3 


28 


5,3±11,2 


22 


24,5±27,4 



15 



20 



25 



30 



35 



40 



45 



50 



y nai_ii/ieHTOB c BTopMHHbiM rnnoroHaflM3MOM MexaHM3M oTpi/i LjaTen bHOM o6paTHOM cba3I/i c 
flecjDMLiMTOM TecTocTepoHa. KaK noKa3aHo Ha <fc>HI~.8 (b), y 44 nai_iiieHTOB c 

MfleHTMCjDM l_\M pOB3HH bl M BTOpMHHbIM rnnorOHaflM3MOM CpeflHMe 3HaHeHI/1fl KOHL^eHTpaL^M M FSH 
CHI/DKaKOTCfl B XOfle 3KCnepMMeHTa, XOTfl CHM>KeHMe BO BpeMeHM He flBJIfleTCfl CTaTMCTMMeCKM 

3HaHMMbiM b cnynae nnacTbipq c TecTocrrepoHOM. y naLjMeHTOB b rpynne, nonynaiOLneM 5,0 
r/fleHb AndroGel®, Ha6nK)flaeTCfl noHi/i>KeHi/ie cpeflHen koh u/b ht pa u/a m FSH npwwepHo Ha 35% b 
fleHb 30, flanee b fleHb 60 HeT oneBi/iflHoro noHii>KeHi/m. ripuMepHo nepe3 90 flHew cpeflHflfl 
koh i_je ht pa u/a 9\ FSH y nai_ineHTOB, no-BMflMMOMy, MeflneHHo B03BpamaeTCfl k 3HaMeHMK) nepefl 
neneHMeM. B fleHb 30 y Bcex nai_ineHTOB 113 rpynnw, nonynajomei/i no 10,0 r/fleHb AndroGel®, 



Ta6nnija 13(b) 

KoHL^eHTpa^M FSH (<t>cr) (mE/mji) b icaxcflbiM n3 flHePi o6cneflOBaHnyi b rpynnax c Hanana neneHMsi y nai^em-OB c BTOpfiHHbiM runoroHaflnsMOM 
(CpeflHee+SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


fleHb 0 


17 


4,2+6,6 


12 


2,1+1 ,9 


15 


5,1+9,0 


fleHb 30 


16 


2,8+5,9 


12 


0,2+0,1 


14 


4,2+8,0 


fleHb 60 


17 


2,8+6,1 


12 


0,2+0,1 


13 


4,2+7,4 


fleHb 90 


15 


2,9+5,6 


12 


0,2+0,1 


14 


4,9+9,0 


fleHb 120 


14 


3,0+6,1 


12 


0,1+0,1 


12 


6,1+10,7 


fleHb 150 


14 


3,5+7,5 


12 


0,2+0,2 


11 


4,6+6,5 


fleHb 180 


14 


3,7+8,6 


12 


0,1+0,1 


12 


4,9+7,4 



y flBafli^aTM nflTM nai^neHTOB fli/iamocTiipoBaH B03pacTHOM ninoroHaflM3M. KaK noKa3aHo Ha 
OHr.8(c), b rpynne, nonynaJOLneii 5,0 r/fleHb AndroGel®, cpeflHHfl KOHL^eHTpai^M^i FSH nepefl 
SKcnepMMeHTOM Bbime HopivianbHoro MHTepBana. CpeflHfin KOHi^eHTpai^mq b stom rpynne 
CTaHOBMTcn HopManbHOM k flHK) 30 i/i noHwwaeTCfl 6onee HeM Ha 50% b ahm 90 m 180. 
noHM>KeHMe cpeflHew KOHi_ieHTpai_\Mn FSH b rpynne, nonynaromeM 10,0 r/fleHb AndroGel®, 
Sonee 6bicTpoe. KoHi_ieHTpai_ii/ii/i y Bcex LuecTM naL^uieHTOB naflanoT HM>Ke HM)KHero HopivianbHoro 
npeflena b fleHb 30 m ocTaKrrcfl Ha stom ypoBHe bo Bpeivm MccneflOBaHMfl. y LuecTM nai-juieHTOB, 
KOTopbie ncnonb3yK)T nnacTbipb c TecTocTepoHOM, npoTMBopeMMBbie 3HaMeHMfl cpeflHero ypoBH^ 
FSH; oflHaKo MMeeTCfl o6u\a9\ TeHfleHLjMfl k noHM>KeHMrO ypoBHew FSH npw npoflon>KeHMM 
n eMeHMq. 

| Ta6nnL^a 13(c)! 
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KoHL\6HTp8L\i>iM FSH (<t>CI~) (mE/mji) b Ka>KflbiM M3 flHGM o6cneflOBaHM5q b rpynnax c Hanana jieneHnn y naL\nei-iTOB c BoapacTHbiM rnnoroHaflii3MOM 



(CpeflHee+SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


fleHb 0 


13 


8,0±9,1 


6 


5,2±1 ,9 


6 


4,7±1 ,7 


fleHb 30 


12 


4,6±7,4 


6 


0,4+0,3 


6 


3,7±2,0 


fleHb 60 


12 


3,9+6,6 


6 


0,3+0,3 


4 


4,3+3,3 


fleHb 90 


11 


3,8+7,0 


6 


0,4+0,7 


4 


3,5+1,9 


fleHb 120 


11 


4,2+8,3 


6 


0,4+0,7 


4 


4,2±3,3 


fleHb 150 


11 


4,3+8,1 


5 


0,2+0,2 


4 


3,4±2,7 


fleHb 180 


11 


4,0+7,2 


6 


0,2+0,2 


4 


2,7+2,1 



10 



15 



20 



LUecTbflecflT neTbipe na^em-a, npi/iHWMaiOLnuix ynacTuie b MccneflOBaHMM, cTpaflaiOT 
HeKnaccMcjDMLjM poBaHHbiM rnnoroHaflM3MOM. KaK noKa3aHo Ha OI/ir.8(d), y nai_jneHTOB 
Ha6riK)flaeTCfl 3aMeTHoe m cpaBHMTenbHo 6bicTpoe yMeHbiueHi/ie KOHi^eHTpaLjMM FSH bo Bcex 
Tpex rpynnax, npn stom HaM6onbLuee noHi/DKeHiie Ha6nK>flaeTCfl b rpynne, nonyHaioLneM 10,0 
r/fleHb AndroGel®. B rpynne, nonynaiOLneM 10,0 r/fleHb AndroGel®, noHwweHuie cpeflHefi 
KOHi^eHTpamiii FSH b fleHb 30 cocraBrmeT okojio 90%, m stot scfxjDeKT coxpaHaeTCfl flo aha 
180. B rpynne, nonyMaiOLnefi 5,0 r/fleHb AndroGel®, cpeflHflfl KOHi_ieHTpai_infl FSH b fleHb 30 
naflaeT npi/iMepHo Ha 75% m ocTaeTCfl Ha stom ypoBHe flo OKOHHaHMfl neHeHum. y 21 nai^i/iem-a 
b rpynne, ncnonb3yK>me£i nnacTbipb c TecTOCTepoHOM, noHM>KeHMe cpeflHew KOHLjeHTpaLjMM FSH 
b fleHb 30 cocTaBrmeT 50%, 3Ta TeHfleHi_ii/ifl npoflon>KaeTCfl flo aha 90, Korfla KOHL^m-pam/m 



25 



30 



35 



40 



45 



50 















Ta6nima 13(d) 


KoHL^eHTpai^iiii FSH (OCT) (mE/mji) b Ka>«flbift m f\nev\ oSGJieflOBaHun b rpynnax c Han ana neneHnq y nai^neHTOB c HeKnaccn0ni^MpoBaHHbiM 
rnnoroHaAM3MOM (CpeflHee+SD) 




N 


5 r/jqeHb 


N 


10 r/fleHb 


N 


T-nnacTbipb 


fleHb 0 


17 


4,0±1,8 


26 


4,1+1,6 


21 


3,7+1,4 


fleHb 30 


17 


1,1±1,0 


26 


0,5+0,5 


21 


1,8+0,8 


fleHb 60 


16 


1,1±1,1 


26 


0,3+0,3 


18 


1,6+1,0 


fleHb 90 


17 


1,1±1,1 


25 


0,4+0,7 


18 


1 ,2+0,9 


fleHb 120 


16 


1,2±1,4 


26 


0,4+0,6 


12 


1,4±1,0 




N 


5 r/fleHb 


N 


10 r/fleHb 


N 


T-nnacTbipb 


fleHb 150 


17 


1,4±1,4 


23 


0,3+0,5 


12 


1,4+1,0 


fleHb 1 80 


16 


1,0±0,9 


24 


0,4+0,4 


11 


1,3+0,9 



3tm flaHHbie noKa3biBaiOT, mto MHrn6uipoBaHMe ceKpei^MM FSH no MexaHi/i3My o6paTHOM cbe3I/i 
b KaKOM-To CTeneHM pa6oTaeT bo Bcex MeTbipex rpynnax. B rpynne nepBMMHbix 
rnnoroHaflanbHbix nai^uieHTOB Ha6nK)flaeTcn 3aBncuiMocTb ot fl03bi KaK CTeneHM, TaK m ckopoctm 
noHUDKeHum ypoBHefi FSH. rio-BMflMMOMy, MyBCTBMTenbHOCTb npoi^ecca o6paTHofi cba3m 
noHM>KaeTCfl b rpynnax c BTopuiMHbiM n B03pacTHbiM ruinoroHaflH3MOM, b hmx ToribKo caMbie 
BbicoKwe fl03bi TecTocTepoHa 0Ka3biBaK)T 3HaMMTeribHoe m npoflonwi/iTenbHoe B03fleMCTBne Ha 
ceKpei^MK) FSH. HanpoTi/iB, uiHri/i6i/ipoBaHi/ie no MexaHM3My o6paTHofi CBfl3i/i y nai^uieHTOB, He 
OTHeceHHbix hm k KaKOM rpynne, o^eHb MyBCTBMTenbHo flawe npn caMOM hm3kom fl03e 
3K3oreHHoro TecTocTepoHa. 

(2) LH (Jir) 

OTfleribHo M3y4aK)T peaKi^Mio LH (Jll~) Ha TecTocTe poH flnq Tex >Ke caMbix MeTbipex 
cy6nonyrymi/iii. B Ta6nm_iax 14(a)-(d) noKa3aHbi koh i\e ht pa i^i/i ui LH b TeMeHMe Bcero nepuiofla 
neMeHMq. 

KaK npeflCTaBneHo Ha <3>l/ir.9(a) ui b Ta6nw_ie 14(a), KOHi_ieHTpai_ii/iui LH nepefl jieMeHMeM 
cocTaBjiqioT 175% ot BepxHero npeflena HopMaribHoro MHTepBana y nepBM^Hbix 
runoroHaflaribHbix naL^uieHTOB. CpeflHi/ie koh i\s ht pa u$a\a LH yMeHbLuaKrrcfl b npoi^ecce jieMeHi/iq 
bo Bcex rpynnax. OflHaKo ToribKo b rpynnax, nonyHaK)Li^Mx AndroGel®, noHii>KeHMe 
koh i_^e ht pa u^a m LH flocTaTOHHo BennKo flrm Toro, HTo6bi stm KOHi^eHTpai^MM cTanw 
cooTBeTCTBOBaTb HopMe. KaK m b cxiynae FSH, y m>okhmh c nepBMHHbiM rnnoroHaflH3MOM, 
nonyHaK)L4Mx AndroGel®, Ha6nK>AaeTCfl 3aBMCMMocTb ot fl03bi KaK ckopoctm, TaK m CTeneHM 
LH-oTBeTa. 
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15 



20 



25 



30 



35 



40 



45 



Ta6nnL\a 14(a) 

Koh 140 mp a l\m m LH (Jlf) (mE/mji) b Kawflbift 113 flHePi o5oneflOBaHnq y nai^neHTOB c nepBMHHbiM mnoroHaAM3MOM (cyMMa CpeflHee+SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


fleHb 0 


26 


12,±12,1 


33 


13,9+14,9 


33 


13,3+14,3 


fleHb 30 


23 


5,6+7,6 


34 


5,9+8,1 


31 


1U,9±1z,9 


AeHb 60 


24 


6,8+9,0 


32 


4,8+10,0 


31 


10,8+11,8 


AeHb 90 


24 


5,9+9,5 


31 


4,2+11,0 


30 


10,0+11,7 


AeHb 120 


24 


6,4+1 1 ,9 


28 


3,8+10,4 


21 


11,5+11,5 


AeHb 1 50 


22 


4,4+8,5 


29 


4,0+1 1 ,3 


21 


7,4+6,0 


AeHb 180 


24 


4,8+6,8 


28 


4,0+11,9 


22 


11,2+10,5 



My>KMMHbl C BTOpMHHbIM rnnorOHaflM3MOM MeHee BOCnpMMMHl/IBbl K 3K30reHHOMy 

TecTocTepoHy. y Bcex 44 nai_jneHTOB c AMamocTMpoBaHHbiM BTopwHHbiM rnnoroHaflH3MOM 
npeflBapMTeribHbie (nepefl HananoM nccneflOBaHnq) cpeflHwe KOHLjeHTpai^MM cooTBeTCTByjoT 
HM>KHGMy npeqeny HopManbHoro MHTepBana. CpeflHuie KOHLjeHTpaLjMM LH noHi/i>KaK)TCfl b xofle 



Ta6nnL\a 14(b) 

KoHi^eHTpaij[MM LH (JIT) (mE/mji) b Kawflbift 113 flHew o6cneflOBaHMfl y nai^iieHTOB c BTopwHHbiM rvinoroHaflM3MOM (cyMMa CpeflHee±SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


AeHbO 


17 


1,8+2,6 


12 


1,4+1,8 


15 


1,6+3,1 


AeHb 30 


16 


1,1+2,2 


12 


0,2+0,2 


14 


0,4+0,4 


AeHb 60 


17 


1,4+3,8 


12 


0,2+0,2 


13 


0,6+0,5 


AeHb 90 


15 


1,2+2,4 


12 


0,2+0,2 


14 


0,7+1,0 


AeHb 120 


14 


1,6+4,0 


12 


0,2+0,2 


12 


0,8+0,8 


AeHb 150 


14 


1,6+3,5 


12 


0,2+0,2 


11 


1,2+2,0 


AeHb 180 


14 


1,5+3,7 


12 


0,2+0,2 


12 


1,4+2,1 



Hm y oflHoro M3 25 nai_ineHTOB, cTpaflaromnx B03pacTH bi m rnnoroHaflH3MOM, koh i\e HTpa l\\a m LH 
nepefl MccreflOBaHneM He BbixoflflT 3a npeflenbi HopManbHoro MHTepBana, KaK noKa3aHo Ha 
OI/ir.9(c) m b Ta6nni_ie 14(c). BmflHi/ie oSmero BpeMeHM m jieHeHMfl 3HaHiuenbHbi arm 
naLjMeHTOB, nojiynaiOLUMx AndroGel®, ho He nai_ineHTOB, ncnonb3yiOLHMx nnacTbipb c 



Ta6nni^a 14(c) 

Koh l\9 HTp a l\m m LH (Jlf) (mE/mji) b Kax<flbiM M3 flHeti oScneflOBaHnsi y nai^neHTOB c B03paCTHbiM rnnoroHafln3MOM (cyMMa CpeflHee+SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-nnacTbipb 


AeHb 0 


13 


3,2+1,1 


6 


2,4+1,8 


6 


2,9+0,6 


AeHb 30 


12 


1,1+1,0 


6 


0,1+0,0 


6 


1,8+1,1 


AeHb 60 


12 


0,8+0,7 


6 


0.2+0,3 


5 


3,4+2,8 


AeHb 90 


11 


0,9+1,2 


6 


0,1+0,0 


4 


2,3+1,4 


AeHb 120 


11 


1,0+1,4 


6 


0,1+0,0 


4 


2,2+1,4 


AeHb 150 


11 


1,3+1,5 


5 


0,1+0,0 


4 


1,9+1,2 


AeHb 180 


11 


1,8+2,1 


6 


0,1+0,0 


4 


1,4+1,0 



M3 64 nai-ikieHTOB, cTpaflaromi/ix HeKnaccncf)i/iL\M poBaHHbiM rnnoroHaflM3MOM, hm y oflHoro M3 
hmx npeflBapMTefibHan (nepefl HananoM MccneflOBaHMq) KOHi_ieHTpai_inq LH He npeBbiiuaeT 
BepxHMM npeflen HopMbi. OflHaKo, y minap^a™ npoi^eHTOB 6oribHbix koh i_je ht pa u/a m nepea 
MccneflOBaHMeM HM>Ke HopMbi. y nai_ineHTOB c HeKnaccMc|DML(MpoBaHHbiM rnnoroHaflH3MOM 
Ha6niOAaeTCfl cpaBHi/iTenbHo SbicTpoe yMeHbweHwe KOHi^eHTpai^MM LH bo Bcex 



Ta6nv\u,a 14(d) 

KoHL\e HTpa hmm LH (Jlf) (mE/mji) b KaxtflbiM n3 flHeM o6cneflOBaHM5q y nai^ieHTOB c h e kti a ccmcpml^m p o Ba h h bi m rnnoroHafln3MOM (cyMMa CpeflHee+SD) 




N 


5 r/fleHb 


N 


1 0 r/fleHb 


N 


T-rmacTbipb 


AeHb 0 


17 


1,8+1,2 


26 


2,5+1,5 


21 


2,5+1,5 


AeHb 30 


17 


0,3+0,3 


26 


0,3+0,3 


21 


1,3+1,3 


AeHb 60 


17 


0,4+0,5 


26 


0,3+0,3 


18 


1 ,2+1 ,4 


AeHb 90 


17 


0,5+0,5 


26 


0,3+0,4 


18 


1,0+1,4 


AeHb 120 


17 


0,4+0,4 


26 


0,4+0,5 


12 


1,2+1,1 



50 
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fleHb 150 


17 


0,8±1,1 


23 


0,3+0,4 


13 


1,1+1,1 


fleHb 180 


15 


0,3±0,4 


25 


0,4+0,4 


11 


1,4+1,3 



(3) Pe3K)Me: LH m FSH (Jir m OCI~) 

y nai_ineHTOB, npi/iMeHflromuix AndroGel® mjim nnacTbipb c TecTocTepoHOM, "cTam/ioHapHoe 
ropMOHanbHoe cocTOHHi/ie" aocTi/iraeTCfl ToribKo nocne npoflonwi/rrenbHoro neneHMfl. 
KoHKpeTHee, aaHHbie no FSH m LH noKa3biBa»OT, hto stm ropMOHbi He o6ecneHMBaK)T 
CTaLiMOHapHoro cocTOflHi/ifl paHbLue, MeM neMeHne npoflnwTCfl b TeHeHi/ie mhorix Heflenb. TaK 
KaK MHrn6npoBaHMe koh i_je ht pa u/a m TecTOCTepoHa nofl flewcTBMeM FSH m LH npouicxoAMT no 

MeXdHM3My OTpML^aTeJlbHOM 06paTHOM CBA3M, ypOBHM TeCTOCTepOHa He flOCTMraJOT 

fleMCTBMTenbHoro CTaLiMOHapHoro cocTOflHMfl flo Tex nop, noKa 3tm flpyruie ropMOHbi TaioKe He 
flocTMmyT cTai^MOHapHoro coctoahma. OflHaKo, TaK KaK stm ropMOHbi perynwpyKrr ToribKo 
3HfloreHHbiw TecTocTepoH (KOTopbiui cjiMLUKOM He3HaHi/iTeneH, HTo6bi ero perynflLjMfl HanMHanacb 
y rnnoroHaflanbHbix My>KHMH) no MHTaKTHOMy MexaHM3My o6paTHOM cba3I/i (KOTopbifi MO)KeT 

OTCyTCTBOBaTb B 3dBI/ICMMOCTM OT npl/IHMHbl rnnorOHaflM3Ma), ypOBeHb FSH M/MflM LH MO>KeT 

He3HaHMTenbHo BnnqTb Ha flocTMraeMbie b fleficTBMTenbHoc™ ypoBHM TecTOCTepoHa. B 
KOHeHHOM cneTe, naLjueHTbi He qocTuirarOT "ropMOHaribHoro CTai_jnoHapHoro cocTOflHi/in" ana 
TecTOCTepoHa, flawe HecMOTpq Ha to hto C avg , C min m C max ana TecTOCTepoHa ocTaroTCfl 

OTHOCMTefl bHO nOCTOflHHbIMM Hepe3 HeCKOJlbKO flHeii o6pa6oTKM. 

(4) Jln6nflo m nonoBan aicn/iBHocTb 

JIhSmao m nonoByK) cpyHKi_ii/irO oi^eHMBatoT c noMOLijbio aHKeT c BonpocaMi/i, Ha KOTopbie 
nai^uieHTbi oTBenaK)T e>KeflHeBHo b TeneHMe ceMi/i nocneflOBaTenbHbix flHew nepefl bm3mtom b 
KjiMHMKy b fleHb 0 m b flHM 30, 60, 90, 120, 150 m 180 b nepnofl jieMeHMfl c noMombK) 
HaHeceHMq rena m HanoweHuifl nnacTbipq. nai^weHTbi 3anucbiBaK)T, i/iMetoTCfl nui y HuxflHeBHbie 
ceKcyanbHbie rpe3bi, npeflHyBCTBiie ceKca, yxa>KMBaHne, ceKcyaribHoe B3anMOfleMCTBne (T.e. 
noKa3aTenn ceKcyanbHow MOTuiBai_ii/iui) m opra3M, apeKLji/m, MacTypSaqi/m, aflKynflLjum, KOMTyc 
(T.e. noKa3aTenn ceKcyanbHow aicMBHocTH) b Ka^biM M3 ceMM flHew. OLjeHKM perncTpnpyK)T 
i^ncppaMM KaK 0 (HMHero HeT) mjim 1 (ecTb mto-to) Ann aHani/i30B m hmctio flHefi, Kor^qa 
perncTpMpyjoT noKa3aTenb, cyMMnpyjoT b TeneHi/ie ceMiiflHeBHoro nepuiofla. CpeflHMM 113 
neTbipex noKa3aTefiew ceKcyanbHow MOTi/iBai_\ni/i 6epyT KaK cpeflHioio BeriMHMHy ceKcyanbHofi 
MOTMBaLiMM, a cpeflHMM M3 nflTii noKa3aTeneii nonoBOM aKTMBHocTM 6epyT b KanecTBe cpeflHero 

3HaMeHMfl nOJIOBOM aKTMBHOCTM (0-7). 

riaLiweHTbi TaKM<e oi_ieHMBaK)T cbom ypoBeHb ceKcyaribHoro wenaHuifl, ceKcyanbHoro 
Hacna>KfleHMfl m yflOBneTBopeHMq speKmiePi no LUKane JlMKepTa (0-7) m nonHOTbi opeKuyuA b 
npoLjeHTax ot 0 flo 100%. nai-iuieHTbi oLjeHMBaiOT cBoe HacTpoeHMe ot 0 flo 7. PaccHHTbiBaK)TCfl 
eweHeflenbHbie cpeflHMe noKa3aTern. noflpoSHbie cBefleHMfl 06 stom aHKeTe flaHbi paHee m 
BBOflflTCfi b flaHHoe onncaHne b KanecTBe ccbiriKM. Cm. Wang et al., Testosterone 
Replacement Therapy Improves Mood in Hypogonadal Men- A Clinical Research Center 
Study, 81 J. Clinical Endocrinology & Metabolism 3578-3583 (1996). 

(a) Jln6nflo (nonoBoe BneneHMe) 

KaK noKa3aHo Ha Ol/ir. 10(a), Ha 6a30BOM nMHMM ceKcyanbHan motmbbum* cxo>Ka bo Bcex 
nponennBaeMbix rpynnax. nocne TpaHCflepivianbHoro neneHMq c noMombK) TecTOCTepoHa 
Ha6nioflaeTCfl 3HaHMTeribHoe ynynLueHMe o6u\eiA ceKcyaribHOM MOTHBai_(MM. OflHaKo M3MeHeHMe 
cyMMapHOM oi-^eHKM no cpaBHeHMio c 6a30Boui riMHMeM He pa3fiMHaeTca b Tpex o6pa6aTbiBaeMbix 
rpynnax. 

Jln6nflo TaioKe onpefleriflK)T b nMHeMHOM LUKane no OTBeTaM Ha Bonpocbi: (1) o6mee 
ceKcyanbHoe >KeraHMe, (2) Hacna>KfleHMe ot ceKcyaribHOM aKTMBHOCTM 6e3 napTHepa m (3) 
Hacna>KfleHMe ot ceKcyaribHOM aKTMBHOCTM c napTHepoM. KaK noKa3aHo Ha <t>W~.10(b) m b 
Ta6nML\e 15, b rpynne b i_ienoM o6mee ceKcyaribHoe wenaHwe yBejiMMMBaeTcn nocne 
TpaHCflepManbHoro BBefleHMfl TecTOCTepoHa, b otom HeT oTnMHMfl Me>Kfly rpynnaMM. 
CeKcyanbHoe Hacna>KfleHMe b n p m cy tctb m m m b oTcyTCTBMe napTHepa (0MT. 10(c) m TaSnMLjbi 14 
m 15) Taio Ke yBennHMBaeTca b rpynne b uenoM. 

Ta6jiML^a 1 5 

H3M9H8HM8 o6mero ceKcyanbHoro >K9jiaHnn c aha 0 flo flHn 180 b rpynnax c HananbHOM cxgmom neneHun (CpeflHee +SD) 
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rpynna c Ha^a/ibHOM cxewiOM- 


N 


fleHbO 


N 


fleHb 180 


N 


H3MeHeHiie ot ah* 0 ao ah* 180 


3HaneHMe p b rpynne 


5,0 r/fleHb T-renb 


69 


2,2+1 ,6 


63 


3,5+1 ,6 


60 


1 ,4+1 ,9 


0,0001 


10.0 r/fleHb T-renb 


77 


2,0±1,4 


68 


3,6+1,6 


67 


1,5+1,9 


0,0001 


T-nnacTbipb 


72 


2,0±1 ,6 


47 


3,1+1,9 


45 


1,6+2,1 


0,0001 


3HaHeHne p wie>KAy rpynnawin 




0,8955 




0,2247 




0,8579 





Ta6nnua 1 6 

H3MeHeHne ypOBHq ceKcyanbHoro HacnaxvieHun 6e3 napTHepa c aha 0 ao aha 180 b rpynnax c HananbHOM cxeMOM neneHun (Cpe^Hee +SD) 



rpynna c HananbHOfi cxeMOM 


N 


fleHbO 


N 


fleHb 180 


N 


M3MeHeHne ot ah* 0 flo ah* 180 


3HaneHMe p b rpynne 


5,0 r/fleHb T-renb 


60 


1,5+1,9 


51 


1,9±1,9 


44 


0,8±1,4 


0,0051 


10.0 r/fleHb T-renb 


63 


1,2+1,4 


53 


2,2±1 ,9 


48 


1,1+1,6 


0,0001 


T-nnacTbipb 


66 


1,4±1,8 


44 


2,2±1 ,8 


40 


1,0+1,9 


0,0026 


3HaMeHne p Me»<fly rpynnaMM 




0,6506 




0,7461 




0,6126 






Ta6nnL\a 17 

M3MeHeHne ypOBHn ceKcyanbHoro Hacnax^eHnsq c napTHepOM c aha 0 flo aha 180 b rpynnax c HananbHOft cxeMOM jieneHim (CpeflHee +SD) 


rpynna c HananbHOM cxeMOM 


N 


fleHbO 


N 


fleHb 180 


N 


M3MeHeHne ot aha 0 ao ahsi 1 80 


3HaHeHue p b rpynne 


5,0 r/fleHb T-renb 


64 


2,1 ±2,1 


55 


2,6+2,2 


48 


0,4±2,2 


0,0148 


1 0.0 r/fleHb T-renb 


66 


1,8+1,7 


58 


3,0+2,2 


52 


1,0+2,3 


0,0053 


T-nnacibipb 


61 


1,5+1,7 


40 


2,2+2,4 


35 


0,7±2,3 


0,1170 


3HaMeHne p Mex<fly rpynnaMM 




0,2914 




0,1738 




0,3911 





(b) rionoBafl aKTMBHocTb 

Ha 0MT.11 (a) noKa3aHo, hto, xota Bee o6pa6aTbiBaeMbie rpynnbi Ha 6a30BOM jimhhm mmgjot 
cxoflHbiM noKa3aTe/ib nonoBOM (ceKcyanbHOM) aKTMBHocTM, noKa3aTern noBbiwaiOTCfl npw 
TpaHCflepManbHOM npMMeHGHMM TecTOCTepoHa bo Bcex rpynnax. IIommmo OToro, b rpynne 
caMooqeHKa nai_ineHTOM yqoBneTBopeHMfl speKi^MGM (0Mr.11 (b) m Ta6nni_ia 18) m npoqeHTa 
noriHOTbi GpGKi^MM (0kll~.11 (c) m Ta6nMi_ia 19) noBbiwaeTCfl TaioKe npn 3aMeu^eHiiM TecTOCTepoHa 
npn oTcyTCTBMM 3HaHMTGJibHbix pa3fiMHMM Me>Kfly rpynnaMM. rioBbiuueHMe ceKcyanbHOM cfDyHKi^MM 
He cBq3aHo c fl030M uriM c MeTOflOM flocTaBKM TecTOCTepoHa. 3to ynynujeHMe TaioKe He 
CBA3aHo c ypoBHeM cbiBopoTOHHoro TecTOCTepoHa, flocTMraeMoro npw ncnonb30BaHnn 
pa3nnHHbix npenapaTOB TecTOCTepoHa. 3tm flaHHbie HaBOAJTr Ha Mbicrib, hto Korfla flocTMmyT 
nopor (ypoBeHb CbiBopoTOHHoro TecTOCTepoHa npeflnoriowMTenbHo b HopManbHOM MHTepBane), 
npoMcxoflMT HopMann3ai4Mfl ceKcyanbHOM cf)yHKLjMM. YBeriMHeHMe ypoBHeti CbiBopoTOHHoro 
TecTOCTepoHa BbiLue BepxHero npeflena HopivianbHoro MHTepBana He flaeT flonoriHMTeribHoro 



Ta6nnL^a 18 

H3MeHeHne yAOBjieTBopeHnq npOAOnwMTenbHOCTbio apeKi^nn c aha 0 ao ahs 1 80 b rpynnax c HananbHOM cxeMOM neneHMH (CpeAnee + SD) 


rpynna c HananbHOM cxewiow 


N 


fleHb 0 


N 


fleHb 180 


N 


H3MeHeHne ot aha 0 ao aha 1 80 


3HaneHkie p b rpynne 


5,0 r/AeHb T-renb 


55 


2,5±2,1 


57 


4,3±1,8 


44 


1,9+2,0 


0,0001 


10.0 r/AeHb T-renb 


64 


2,9±1,9 


58 


4,5±1 ,7 


53 


1,5+2,0 


0,0001 


T-nnacibipb 


45 


3,4±2,1 


34 


1,3+2,1 


20 


1,3+2,1 


0,0524 


3HaHeHiie p wie>KAy rpynnaMM 




0,1117 




0,7093 




0,5090 





Ta6nui^a 1 9 

M3MeHeHne apeKi^nn b npOLjem-ax ot nonHofi opeiajkiM c aha 0 ao aha 1 80 b rpynnax c HananbHOM cxer/iou neMeHun (CpeAHee + SD) 


rpynna c HananbHOM cxeMoii 


N 


fleHb 0 


N 


fleHb 180 


N 


l/l3MeHeHue ot aha 0 ao aha 180 


3HaneHiie p b rpynne 


5,0 r/AeHb T-renb 


53 


53,1 ±24,1 


57 


67,4+22,5 


43 


18,7+22,1 


0,0001 


10.0 r/AeHb T-renb 


62 


59,6+22,1 


59 


72,0+20,2 


52 


10,4+24,4 


0,0001 


T-nnacTbipb 


47 


56,5+24,7 


33 


66,7+26,7 


19 


12,7+20,3 


0,0064 


3HaMeHne p wie>KAy rpynnaMM 




0,3360 




0,4360 




0,1947 





npMMep 2: MeTOfl noBbiiueHMq riM6Mflo y oyroHaflaribHbix is/iy>KHMH c noHM>KeHHbiM nonoBbiM 
BneneHMeM (jimSmao) 

KaK oOcy^aeTCfi Bbime, TpaHCflepManbHoe npMMeHeHMe TecTOCTepoHa c noMombK) 
AndroGel® rMnoroHaflaxibHbiMM MywHMHaMM npMBOflMT k noBbnueHMto jimSmao m nonoBOM 
aKTMBHocTM. MccjieflOBaTefiM o6Hapy>KMnM, hto y ayroHaflanbHbix My>KHMH c noHMweHHbiM 
jim6mao HaSrirOflaeTCfl 3HaHMTexibHoe noBbiujeHMe ceKcyanbHoro MHTepeca nocne MH"beKi4MM 
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TecTocTepoHa. Cm. O'Carrol & Bancroft, Testosterone Therapy for Low Sexual Interest 
and Erectile Disfunction in Men: A Controlled Study, Brit. J. Psychiatry 145:146-151 
(1984). TaKMM o6pa30M, HacTOflini/iM npi/iMep CBA3aH co cnoco6oM neneHMfi nom/DKeHHoro 
jim6mao y ayroHaflaribHbix My>KHi/m npi/i TpaHCflepManbHOM npi/iMeHeHkii/i BOflHo-cni/ipTOBoro rerm 

5 TecTocTepoHa arm neMeHi/m tskmx My>KMMH. B oahom BapuaHTe i/i3o6peTeHi/m AndroGel® 
HaHoc^T Ha ynacTOK Tena cornacHo npoTOKony, M3no>KeHHOMy b l~lpnMepe 1. Jln6nflo 
onpeflermKrr KaK b ripuiMepe 1. l~lpeAnonaraK)T, mto y Mywm/iH, npi/iMeHfljomi/ix AndroGel®, 
Ha6n»oflaeTCfl noBbiweHi/ie nonoBoro BneMeHuq. 

ripMMep 3: Cnoco6 noBbiweHi/ifl ni/i6i/i,qo y ayroHaflaribHbix My>KMi/iH c HopManbHbiM ni/i6i/iflo 

10 KaK o6cy>KflaeTCfl Bbime, TpaHCflepMaxibHoe npMMeHeHMe TecTocTepoHa npui ncnojib30BaHnn 
AndroGel® npMBOflMT k noBbiujeHMK) nonoBoro BneMeHMq (nM6nflo) m nonoBOM aicn/iBHOCTi/i y 
runoroHaAanbHbix My>KMi/iH. MccneflOBaHuiq noKa3arii/i, mto <qo3bi TecTocTepoHa, 6onee BbicoKi/ie, 
mgm 4)M3MonorMMecKMe, flaBaeMbie ayroHaflanbHbiM My>KMi/iHaM c HopManbHbiM ni/161/iflo, 
npMBOfl^T k 3HaMMTenbHOMy noBbiiueHMio ni/i6i/iflo. Cm. Anderson et al., The effect of 

15 Exogenous Testosterone on Sexuality and Mood of Normal Men, J. Clinical Endocrinology & 
Metabolism 75:1505-1507 (1992); Bagatel et al., Metabolic & Behavioral Effects of High- 
Dose, Exogenous Testosterone in Healthy Men, J. Clinical Metabolism & Endocrinology 79:561- 
567 (1994). TaKMM o6pa30M, flaHHbiM npi/iMep othoci/itca k cnoco6y noBbiujeHMK nui6i/iflo y 
HopMaribHbix oyroHaflanbHbix My>KMMH c noMombK) TpaHqqepManbHoro npuiMeHeHi/ia boaho- 

20 cnwp-roBoro renn TecTocTepoHa. B oahom Bapwam-e M3o6peTeHM5q AndroGel® HaHocjrr Ha Teno 
b cooTBeTCTBMM c npoTOKonoM, npeflCTaBneHHbiM b ripMMepe 1. 3a5iBMTejin nojiaraKrr, hto y 
My>KHMH, nonynaiOLni/ix AndroGel®, noBbiwaeTCfl ni/i6i/i,qo. 

ripMMep 4: CnocoS noBbiweHi/m nonoBOM aicn/iBHOCTi/i ayroHaaanbHbix My>KHi/iH c apeKTwnbHofi 
A i/i cc{)y H KLJI/1 e M 

25 B npomo3npyK)L4eM npi/iMepe 10 ayroHaAanbHbix My>KHi/iH c opeKTwribHOM flncc|DyHKLiMeM b 
B03pacTe 18 neT i/i cTapiue npoi/i3BonbHo qenflT Ha rpynnbi, nonynaiOLHi/ie: (a) 5,0 r/fleHb 
AndroGel® (flocTaBnneT k Ko>Ke 50 Mr/fleHb TecTocTepoHa, 1/13 KOTopbix BcacbiBaeTCfl okojio 
10% mjim 5 Mr) b TeneHMe 30 AHefi; i/ini/i (b) 10,0 r/fleHb AndroGel® (AOCTaBnaeT k Ko>Ke 100 

„ Mr/fleHb TecTocTepoHa, 1/13 KOTopbix BcacbiBaeTcn 10% mjim 10 Mr) b TeneHi/ie 30 flHew; mjim 
(c) HMHero. 3c|D<tDeKTMBHocTb npi/iMeHeHi/ifl AndroGel® fljifl yBenwHeHi/m nonoBOM aKTi/iBHocn/i i/i 
Ana neneHi/m apeKTMjibHOM flncc|DyHKL(Mi/i onpeflermtOT i/icnonb3ya HecKoribKo MeTOflOB. 
nepBMHHyK) OLjeHKy ocymecTBnfliOT c noMombio aHKeTbi nonoBOM cpyHKLji/ii/i Me>KflyHapoAHoro 
MHfleKca SpeKTMjibHOM cl>yHKLiMM ("IIEF"). flBa Bonpoca 1/13 IIEF cny>KaT b KanecTBe KOHLjeBbix 

35 TOMeK MccneflOBaHMq; cneayeT Ao6i/iTbCfl HeflBycMbicneHHbix oTBeTOB Ha Bonpocbi o (1) 
cnocoSHocTM flocTMraTb apeKLjMM, flocTaTOHHOM flnfl nonoBoro CHoweHi/m, i/i (2) coxpaHeHMM 
apeKLiMM nocne npoHMKHOBeHMfl. Bo3Mo>KHbie MeTKMe OTBeTbi Ha a™ Bonpocbi: (0) HeT nonbiTKi/i 
nonoBoro CHOLueHMq, (1) HMKor^a mjim noHTM HMKor^a, (2) peflKo, (3) wHor^a, (4) b 
6onbi±iMHCTBe cnyMaeB m (5) noMTM Bcer^a mjim Bcer^a. TaK>Ke, KaK MacTb IIEF, co6npaK)T 

40 MHctDopMai^MK) o flpymx acneKTax nonoBOM c|3yHKL4MM, BKriJOHan MHcJuopMai^nHD 06 opeKTi/inbHow 
flnccf)yHKL^MM, opra3Me, >KenaHMM, yflOBjieTBopeHUM nonoBbiM cHOLueHMeM m o6L4eM ceKcyanbHOM 
yflOBneTBopeHMM. flaHHbie o nonoBOM cpyHKLjMM nai_\neHTbi TaioKe e>KeflHeBHo 3anncbiBaK)T b 
AHeBHMKe. rioMMMo 3Toro, nai_ineHTaM 3aflaK)T Bonpoc 06 oSu^eM 3ct)cf)eKTMBHocTM i/i i/icnonb3yK>T 
aHKeTy B03Mo>KHoro napTHepa. KpoMe 3Toro, yMeHbLueHuie speKTMnbHOM flMcc(3yHKLjMM 

45 (ynyHLueHMe cocTOflHMq) oLjeHMBaiOT c noMombK) o6"beKTMBHoro onpefleneHMfl TBepflocTM m 
flnuiTenbHocTM speKLjMM (RigiScan®) npw ncnonb30BaHnn AndroGel® no cpaBHeHi/iK) c njiai^e6o. 
3aflBMTerib nonaraeT, mto Bee xapaicrepi/icTi/iKi/i, noryneHHbie npM TecTuipoBaHMM, noKa3biBaK)T 
ynyHLueHMe no cpaBHeHi/110 c nnaLje6o. 

ripuiMep 5: Cnoco6 noBbnueHMq nonoBOM aKTMBHocTM syroHaflanbHbix My>KMMH c HopManbHOM 

50 3peKL\l/ieM 

B npomo3npyK)L4eM npMMepe 10 syroHaAaribHbix My>KHMH c HopManbHOM apeKi^Mew (T.e. y hmx 
He AMamocTMpoBaHa opeKTi/ijibHan flncct>yHKLjMfl) b B03pacTe 18 neT i/i CTapiue npon3BoribHo 
Aenni Ha rpynnbi, nojiyHajomi/ie: (a) 5,0 r/fleHb AndroGel® (flocTaBrmeT k Ko>Ke 50 Mr/fleHb 
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TecTocTepoHa, M3 KOTopbix BcacbiBaeTCfl okojio 10% mjim 5 Mr) b TeneHMe 30 AHeti; mjim (b) 
10,0 r/fleHb AndroGel® (flocTaBrmeT k Ko>Ke 100 Mr/qeHb TecTocrepoHa, M3 KOTopbix 
BcacbiBaeTcq 10% mjim 10 Mr) b TeMeHMe 30 flHew; mjim (c) HMMero. 3cf)ct)eKTMBHocTb 
npMMeHeHuiq AndroGel® arm yBenMMeHMq nonoBOM aKTMBHOCTM m arm neMeHMq apeKTiiribHOM 
flMccfDyHKL^MM onpeflermKrr ncnonb3yn HecKonbKo MeTOflOB, kbk onuicaHo b ripMMepe 4. 
3anBMTerib nonaraeT, mto Bee xapaicrepMCTMKM noKa3biBaK)T noBbnueHMe nonoBOM aKTMBHoc™ no 
cpaBHeHMK) c nnai^e6o. CooTBeTCTBeHHo 3a*BMTenb nonaraeT, hto AndroGel® mo>kho 
npMMeH^Tb npw neneHMM 3flopoBbix (HopMaribHbix) my>khmh arm noBbiweHM* nonoBOM 

aKTMBHOCTM BblLUe MX HOpMa/lbHOM 6a30BOM J1MHMM. 

npMMep 6: Cnoco6 neneHMq my>khmh c opeKTMjibHOM flMccjDyHKi^MeM b coneTaHMM c flpyrMMM 
4>apMaL^eBTMHecKMMM cpeACTBaMM 

KaK oecyM^aeTcn Bbime, TpaHCflepManbHoe npMMeineHMe TecTocTepoHa n/inoroHaaanbHbiMM 
My>KHMHaMM b BMfle AndroGel® npMBOflMT k noBbnueHMK) nonoBoro BneneHMfi (jim6mao) m 
nonoBOM aKTMBHOCTM. flaHHbiM npMMep othocmtcs k npMMeHeHMK) AndroGel® b kom6mh3I4mm c 
cfjapMai-^eBTMHecKMMM npenapaTaMM, npMroflHbiMM flrm neneHMfl apeicrMribHOM flMccJuyHKL^MM. 
TaKMe cf>a p Mai-^eBTM necKMe npenapaTbi BKruonaiOT jik)6om areHT, kotophm 3(})cf)eKTMBHo 

MHTM6MpyeT aKTMBHOCTb C(DOCC|30flM3CTepa3bl. l~IOflXOflflll^Me MHTMSMTOpbl (|)OCCt)OflM3CTepa3bl 
BKTIK)HaK)T, HO 6e3 OrpaHMHeHMfl, MHTMSMTOpbl C(30C(})OflM3CTepa3bl TMna III (cAMP(i_iAM0)- 

cnei^M(t)MHecKan-cGMP(i4rM0) MHrMSMpyeMan cpopMa), ctiocct)OflM3CTepa3bi TMna IV 
(BbicoKoacpclDMHHafl - BbicoKocnei^Mc^MHecKafl cpopMa cAMP) m cf)occ(30flM3CTepa3bi TMna V 
(i^rMd>-cnei4Mc|3MHecKan cpopMa). flonojiHMTeribHbie MHTMSMTopbi, KOTopbie MoryT npMMeHflTbcn 
coBMecTHo no flaHHOMy M3o6peTeHMK), npeflCTaBjiflKJT co6om MHrM6MTopbi qriVIO- 

CneL^M(J)MHeCKOM 4)OCCpOflM3CTepa3bl, MHbie, He>KeHM MHH/lSMTOpbl C|30CCt)OflM3CTepa3bl TMna V. 

npMMepbl MHrMSMTOpOB C|30CCtDOflM3CTepa3bl TMna III, KOTOpbie MOryT npMMeHflTbCfl, BKTIJOHaiOT, 
HO 6e3 OrpaHMHeHMfl, 6MnMpMflMHbl, TaKMe KaK MMJIpMHOH M aMMpMHOH, MMMfla30riOHbl, TaKMe KaK 
nM pOKCM MOH M 3HOKCMMOH, flMrMflponMpMfla3MHOHbl, TaKMe KaK MMa30flaH, 5-MeTMJ1-MMa30flaH, 
MHflOJlMflaH M ICI1 118233, COeflMHeHMfl XMHOJlMHOHa, TaKMe KaK L^MJlOCTaMMfl, i^MnocTa3on M 

BecHapMHOH, m TaKMe KaK SeMopaqaH, aHeprperiMfl, cMrya30flaH (siguazodan), TpeKBMH3MH, 
nMMo6eHflaH, SKF-914120, SKF-95654, riMKca3MHOH m M30Ma3on. 

npMMepbl MHrM6MTOpOB C|DOCCt>OflM3CTepa3bl TMna IV, npMMeHMMbie no flaHHOMy OnMCdHMKD, 

BKriK)HaK)T, ho 6e3 orpaHMHeHMfl, poriMnpaM m npoM3BOflHbie ponnnpaMa, TaKMe KaK RO20-1724, 
HMTpaKBa30H (nitraquazone) m npoM3BOflHbie HMTpaKBa30Ha, TaKMe KaK CP-77059 m RS-25344- 
00, npoM3BOflHbie KcaHTMHa, TaKMe KaK fleH6yc|DMnriMH m ICI63197, m flpyrMe coeflMHeHMfl, 
TaKMe KaK EMD54622, LAS-31025 m 3Ta3onnT (etazolate). 

npMMepbl MHTMSMTOpOB Cf)OCC|DOflM3CTepa3bl TMna V BKJIKDHaiOT, ho 6e3 orpaHMHeHMq, 

3anpMHacT, MY5445, flMnMpMflaMon m cMjifleHac|3Mri (sildenafil). flpyrMe MHrMSMTopbi 
c|DOCc|DOflM3CTepa3bi TMna V onMcaHbi b Me>KflyHapoflHbix 3a«BKax PCT WO 94/28902 m WO 
96/16644. B npeflnoHTMTeribHOM BapMaHTe npMMeHJiK)T mhtmSmtop ct>occtDOflM3CTepa3bi TMna 5 
("0fl3V"), TaKOM KaK BMarpa (VIAGRA®, cMjifleHac|3MrmMTpaT USP). 

CoeflMHeHMsq, onMcaHHbie b Me^yHapoflHOM 3a$iBKe PCT WO 94/28902, npeflCTaBnfiKrr 

COSOM nM pa30J10nM pMMM^M HOH bl . npMMepbl MHrM6MTOpOB BKTIIOMaiOT 5-(2-3TOKCM-5- 

Mopc|3onMHoai4eTMnc|3eHMji)-1 -MeTMn-3-H-nponMn-1 ,6-flMrMflpo-7H-nMpa3ono[4,3-d] nMpMMMflMH-7- 
oh, 5-(5-Mopcf)onMHoaLieTMji-2-H-nponoKCMct)eHMn)-1 -MeTMn-3-H-nponMn-1 ,6-flMrMflpo-7H- 
nMpa3ono[4,3-d]nMpMMMflMH-7-oH, 5-[2-3TOKCM-5-(4-MeTMn-1-nMnepa3MHMn cyribct>OHMj-i)-ct>eHMji]- 
1 -MeTMji-3-H-nponMn-1 ,6-flMrMflpo-7H-nMpa3ono[4,3-d]nMpMMMflMH-7-OH, 5-[2-annMnoKCM-5-(4- 
MeTMn-1 -nMnepa3MHMncyjibc|30HMji)-(t)eHMn]-1 -MeTMn-3-H-nponMn-1 ,6-flMrMflpo-7H-nMpa3ono[4,3- 
d] nMpMMMflMH-7-OH, 5-[2-3TOKCM-5-[4-(2-nponMn)-1 -nMnepa3MHMncyjibc(30HMn)-c|3eHMn]-1 -MeTMn- 
3-H-nponMn-1,6-flMrMflpo-7H-nMpa3ono[4,3-d]nMpMMMflMH-7-OH, 5-[2-3tokcm-5-[4-(2- 
rMflpoKCM3TMn)-1 -nMnepa3MHMncynbct>OHMn)-c|DeHMn]-1 -MeTMn-3-H-nponMn-1 ,6-flMrMflpo-7H- 
nMpa3ono[4,3-d]nMpMMMflMH-7-OH, 5-[5-[4-(2-rMflpoKCM3TMn)-2-H-nponoKCMct)eHMji]-1-MeTMji-3- 
H-nponMn-1,6-flMrMflpo-7H-nMpa3ono[4,3-d]nMpMMMflMH-7-OH, 5-[2-3TOKCM-5-(4-MeTMji-1- 
nMnepa3MHMjiKap6oHMji)c|3eHMji]-1-MeTMn-3-H-nponMji-1,6-flMrMflpo-7H-nMpa3orio[4,3-d] 
nMpMMMflMH-7-oH m 5-[2-3tokcm-5-(1 -MeTMn-MMMfla3onMn)ct>eHMri]-1 -MeTMn-3-H-nponMn-1 ,6- 
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flMrMflpo-7H-nnpa3ono[4,3-d]nMpMMMflMH-7-OH. 

MHrn6nTopbi cf)occ|DOflM3CTepa3bi, onMcaHHbie b Me>KflyHapoflHOM 3aflBKe PCT WO 96/16644, 
BKjiK)HaK>T npoui3BOflHbie rpi/i3eonoBofi Ki/icnoTbi, npon3BOflHbie 2-ct)eHminypnHOHa, npon3BOflHbie 

CfDeHMJinnpHflOHOB, KOHfleHCMpOBaHHbie nMpMMMflMHbl, npOM3BOflHbie nMpMMMflOnMpMMMflMHOB, 
nypMHOBbie COefll/IHeHUIfl, XI/1Ha30JlMHbl, npOM3BOflHbie CjDGHMJinMpMMUflMHOHOB, npOM3BOflHbie 

MMMAa30XMHOKcani4HOHOB MJiM mx a3a-aHanoroB m flp. KoHKpeTHbie npMMepbi MHrn6nTopoB 
ct)oc(J)OflM3CTepa3bi, onucbiBaeMbie b WO 96/16644, BKrironaiOT 1,3-flHMeTMn-5-6eH3Mnnnpa3ono 
[4,3-d]nnpnMMflMH-7-OH, 2-(2-nponoKcnct)eHMn)-6-nypMHOH, 6-(2-nponoKCMct>eHmi)-nupMflo[2,3- 
d]nMpnMMfl-4(3H)-OH, 7-MeTMjiTMO-4-OKCo-2-(2-nponoKCMct)eHMri)-3,4-flMrMflponMpMflo[4,5-d] 

nupMMMflMH, 6-rMflpOKCM-2-(2-nponOKCMCtDeHMr)nMpMMMflMH-4-Kap60KCaMMfl, 1-3TMJ1-3- 

MeTnriMMMfla3o[1 ,5-a]xMHOKcariMH-4(5H)-oH, 4-ct>eHMnMeTmiaMMHo-6-xnop-2-(1 - 

MMMfla30J10MJl)XMHa30riMH, 5-8-[3-(N-^MKJ^O^eKCMJ^-N-MeTMJ^Kap6aM0^1J^)^p0^^1^IOKC^1]-4,5- 

flMrMflpo^-oKco-nMpMfloIS^-el-nMpponofl^-alnnpasMH, 5'-Me™j>3-(<fceHMjnMeTMn)-cni/ipo 
[i4MKnoneHTaH-1 J 7X8 , H)-(3 , H)-MMMfla3o[2 J 1-b]nypMH]4 , (5 , H)-OH, 1-[6-xnop-4-(3,4- 
MeTMneHflMOKCM6eH3Mn)-aMMHoxMHa3oriMH-2-Mri)nMnepMflMH-4-Kap6oHOByio Ki/icxiOTy, (6R, 9S)-2- 
(4-Tpwc^TopMeTMr-c|3eHMr)MeTMn-5-MeTMji-3,4,5,6aJ,8,9,9a-oiaarMApou 
[3,1-b]nypnH-4-OH, 1-TpeT.6yTMJi-3-c|DeHMrMeTMJi-6-(4-nMpMflMn)nMpa3oro[3,4-d]nMpMMMfl-4- 
oh, 1-^MK^o^eHTMJ^-3-MeT^1J^-6-(4-^^lp^1fl^1^l)-4 > 5-fl^l^^1flpo-1 H-nMpa30Jio[3,4-d]nMpMMi/ifl-4-OH, 2- 
6yTMJi-1-(2-xjiop6eH3Mfi)-6-3TOKCMKap6oHMri6eH3MMMfla3on i/i 2-(4-Kap6oKcnnnnepMAMHo)-4-(3,4- 

MeTMfieHflMOKCH6eH3Mn)aMMHO-6-HMTpOXMHa30nHH 1/1 2-Ct5eHMfl-8-3TOKCM14MKTIOrenTMMMfla30ri. 

flpyme MHri/i6i/iTopbi c|DOCc|DOAM3CTepa3bi Tuna V, npuMeHMMbie b coMGTaHMM no flaw-iowiy 
M3o6peTeHMK), BKfiK)HaK)T! IC-351 (ICOS); 4-6poM-5-(nnpnflmiMeTmiaMMHo)-6-[3-(4- 
xnopc|3eHmi)nponoKCM]-3(2H)nMpMfla3MHOH; MOHOHaTpi/ieByio conb 1-[4-[(1,3-6eH30flnoKcon-5- 
MnMeTMji)aMMHo]-6-xjiop-2-XMHa30JiMHMn]-4-nMnepMflMHKap6oHOBoii KMcnoTbi; (+)-i4nc- 
5,6aJ,9,9,9a-reKcarMflpo-2-[4-(TpM0TopMeTMn)-ctDeHMjiMeTMji-5-MeTMjiM 
[2,1-b]nypnH-4(3H)oH; ct>ypa3om/inni/iH; unc-2-reKcmi-5-MeTmi-3,4,5,6a,7,8,9,9a- 
OKTarnflpoi4MKnoneHT[4,5]MMMfla3o[2,1-b]nypnH-4-oH; 3-ai4eTnn-1 -(2-xnop6eH3nn)-2- 
nponnnnHflori-6-Kap6oKCMnaT; 4-6poM-5-(3-nnpMflMnMeTMnaMMHo)-6-(3-(4- 
xnopct)eHmi)nponoKCM)-3-(2H)nMpMfla3MHOH; 1-MeTnn-5-(5-Mopcf)onMHoaLieTmi-2-H- 
nponoKCMctJeHMji^S-H-nponMji-I.e-flMrMflpo^H-nMpasojio^^-d] nnpnMMflHH-7-OH; 

MOHOHaTpMGByK) COJ1b 1-[4-[(1 ,3-6eH30flMOKCOJ1-5-MJlMeTMn)aMMHO]-6-XflOp-2-XMHa30J1MHMfl]-4- 

nnnepnflMHKap6oHOBOM KMcnoTbi; Pharmaprojects No 451 6 (Glaxo Wellcome); Pharmaprojects 
No 5051 (Bayer); Pharmaprojects No 5064 (Kyowa Hakko; cm. WO 96/26940); 
Pharmaprojects No 5069 (Shering Plough); GF-1 96960 (Glaxo Wellcome); n Sch-51866. 

flpyruie MHrn6MTopbi c|DOCct)OflM3CTepa3bi, KOTopbie Moryr npi/iMehmTbca b cnoco6e no flaHHOMy 
M3o6peTeHMK), BKjiK)HaK)T Hecnei_inc|}i/iHecKi/ie MHrn6nTopbi (J)occt)OflM3CTepa3bi, TaKMe KaK 
TeocfDnnriMH, IBMX, neHTOKcnc|3i/innMH m nanaBepMH, m cocyAopacwuipflioLni/ie cpeflCTBa np^Moro 
fleMCTBMfl, TaKMe KaK rMflpana3MH. 

AKTMBHbie areHTbi mo>kho npi/iMei-mTb, ecnw TpeSyeTCfl, b Bi/ifle corieM, cno>KHbix sctwpoB, 
aMMflOB, nponeKapcTB, npon3BOflHbix m T.n., npi/i ycnoBMM, hto conb, cjio>kh scfci/ip, 
nponeKapcTBo mjim npon3BOflHoe npi/ieMneMbi c tohkm 3peHM« 4)apMaKonorMM, T.e. 3cf)c|De ktm b h bi 
b flaHHOM MeTOfle. Conn, cno>KHbie scfciipbi, aivmflbi, nponeKapcTBa m APywe npoui3BOflHbie 
aKTMBHbix areHTOB mo>kho nonyMaTb no CTaHflapTHbiM MeTOflMKaM, M3BecTHbiM cneLii/iani/icTaM b 
o6nacTM cuiHTeTWHecKow opraHMHecKOM xmmmm m oniicaHHbiM, HanpuiMep, b J. March, Advanced 
Organic Chemistry: Reactions, Mechanisms and Structure, 4 th Ed._(New York: Wiley- 
Interscience, 1992). Hanpi/iMep, conn npncoeflHHeHMfl kmcjiot nonyHaKrr M3 CBo6oflHoro 
ocHOBaHMfl no o6bNHOM MeTOflMKe, npoBOflfl peaKi4M»o c cooTBeTCTBytomeM kmcjiotom. KaK 
npaBMjio, neKapcTBeHHoe BemecTBo b BMfle ocHOBamifl pacTBopaiOT b normpHOM opraHi/inecKOM 
pacTBopMTene, TaKOM KaK MeTaHon mjim 3TaHon, m k HeMy npi/i6aBjiflK)T KMcnoiy. 06pa3yK)maflCfl 
corib nu6o BbinaflaeT, nn6o ee mo>kho BbicaflMTb M3 pacTBopa, Ao6aBnfm MeHee norifipHbiM 
pacTBopMTerib. noflxoflflLMMe KMcnoTbi flnn nonyMeHMfl coneii npncoeflHHeHMfl kmcjiot BKmonaKxr 
KaK opraHMHecKMe KMcnoTbi, Hanpmviep yKcycHyK) KuicnoTy, nponwoHOByK) Ki/icnoTy, rnuiKoneByK) 
KMcnoTy, nupoBMHorpaflHyK) KMcnoTy, maBeneByK) KucnoTy, fl6noHHyK) KMcnoTy, ManoHOByK) 
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KMcnoTy, qHTapHyio KMcnoTy, ManeMHOByK) KMcnoTy, cfryMapoByio Ki/icnoTy, BuiHHyjo KMcnoTy, 

JIMMOHHyK) KMCJIOTy, 6eH30MHyK) KMCflOTy, KOpMMHyK) KMCflOTy, MMHflaflbHyiO KMCJIOTy, 

MeTaHcynbctDOHOByK) KMcnoTy, sTaHcyfibcjDOHOByio KMcnoTy, n-TOfiyoncyfibc[)OKMCfiOTy, 
canMi4MnoByK) Ki/icnoTy m T.n., TaK m HeopraHMMecKMe kmcjiotu, HanpMMep cofmHyio KMCflOTy, 

5 6pOMMCTO-BOAOpOflHyK) KMCflOTy, CepHyK) KMCflOTy, (JjOCCfropHyK) KMCflOTy M T.n. COflb 

npMCOeflMHeHMfl KMCflOTbl MO>KHO CHOBa npeBpaTMTb B CB060flHOe OCHOBaHMe 06pa60TK0M 
COOTBeTCTByiOIHMM OCHOBaHMe M. 0C06eHH0 npeflnOHTMTeflbHbIMM COJlflMM npMCOeflMHeHMfl 

aKTMBHbix areHTOB no aaHHOMy onMcaHMK) ABfmioTCfl cohm ranoMflOBOflopoflHbix kmcjiot, TaKMe, 

KOTOpbie nOfiyHaK)T npMMeHflfl XJlOpMCTO-BOflOpOflHyK) MJIM 6pOMMCTO-BOflOpOflHyK) KMCflOTy. V\ 
10 HanpOTMB, COflM OCHOBaHMM M3 KMCflblX (jDparMGHTOB, KOTOpbie MOryT npMCyTCTBOB3Tb B 

MOfieKyne MHrMSMTopa ct>occt)OflM3CTepa3bi, nofiynaiOT aHanorMHHbiM cnoco6oM, npMMeHflfi 
ctiapMaueBTMHecKM npMeMfieMoe OCHOBaHMe, TaKoe KaK tmapokcma hstpm^, tmapokcma KafiMfl, 

TMflpOKCMfl aMMOHMfl, rMflpOKCMfl Kaflbl4Mfl, TpMMeTMfiaMMH M T.n. OC06eHHO npeflnOMTMTeflbHbMM 

ocHOBHbiMM cofiflMM no flaHHOMy onMcaHMK) flBfmioTCfl cofiM mefiOHHbix MeTafifiOB, HanpMMep 

15 COflb HaTpMfl, COflb MeflM. riOfiyHeHMe CflO>KHblX 3<J}MpOB BKJIKDMaeT Ct»yHKLlMOHaflM3aUMK) 

rMflpoKCMfibHOM m/mjim K3 p6oKCMfi bHOM rpynn, KOTOpbie MoryT npMcyTCTBOBaTb b MOfieKyne 
fieKapcTBeHHoro BemecTBa. Cfio>KHbie scfrMpbi, KaK npaBMfio, npeacTaBfmioT co6om 
ai4Mfi3aMemeHHbie no CBo6oflHbiM cnMpTOBbiM rpynnaM, T.e. 3to npoM3BOAHbie Kap6oHOBbix 
KMcnoT cfropMyjibi RCOOH, nqe Ro6o3HaMaeT afiKMfi, npeflnoMTMTexibHO hm3lumm afiKMfi. 

20 CflO>KHbie 3(J)Mpbl MO>KHO, eCflM 3TO TpeSyeTCfl, CHOBa npeBpaTMTb B CBOSOflHbie KMCflOTbl c 

noMonibK) o6bNHoro rMflporeHOfiM3a MfiM rMflponM3a. AMMflbi m nponeKapcTBa mo>kho TaioKe 
nofiynaTb npMMeHfw MeTOflbi, M3BecTHbie cnei4MaxiMCTaM b flaHHOM o6fiacTM tcxhmkm mjim 
onMcaHHbie b cooTBeTCTByioineM fiMTepaType. HanpMMep, aMMflbi mo>kho nonynaTb M3 cno>KHbix 

3Ct>MpOB, npMMeH^q COOTBeTCTByK)U4Me aMMHbl, MJIM MX MO>KHO nOfiyHaTb M3 aHfMAPMAOB MJIM 
25 XflOpaHrMflpMflOB KMCflOT no peaKL^MM C aMMMaKOM MflM HM3LUMM aflKMfldMMHOM. llpOfieKapCTBa, 

KaK npaBMfio, nonynaiOT npMcoeflMHeHMeM no KOBaneHTHOM cba3m cfrparMem-a, hto b pe3ynbTaTe 
flaeT coeflMHeHMe, TepaneBTMnecKM HeaKTMBHoe ao Tex nop, noKa oho He 6yaeT 
MOflMcjDML^MpoBaHo b npoi_iecce o6MeHa Beu^ecTB b opraHM3Me naL^MeHTa. 

flfifl fieneHMfl speKTMfibHOM a m cc|Dy h kl^m m mo>kho TaioKe npMMeH^Tb flpyrMe coeflMHeHMfi. 3tm 
30 coeflMHeHM^ BKnK)HaK)T: (a) neHTOKCMct»MfifiMH (TRENTAL®); (b) moxmm6mh3 rMflpoxnopMfl 
(ACTIBINE®, YOCON®, YOHIMEX®); anoMopcf)MH (UPRIMA®); (d) ajibnpocTaflMji (cMCTeMa 
MUSE®, TOPILGAN®, CAVERJECT®); (e) nanaBepMH (PAVABID®, CERESPAN®); (f) 
cJ)eHTOfiaMMH (VASOMAX®, REGITINE®) m kom6mh3I4mm, cojim, npoM3BOflHbie m SHaHTMOMepbi 
Bcex BbiLuenepeHMCfieHHbix coe^MHeHMM. 

35 _ r\ 

Tenb, coflepwaLUMM TecTocTepoH, HanpMMep AndroGel , npMMeH^K)T flj-m Toro, htoSw 
noBbicMTb TepaneBTMHecKyK) scfxfceKTMBHocTb TaKMx fieKapcTBeHHbix npenapaTOB KaK y 
rMnoroHaflafibHbix, TaK m y syroHaflafibHbix nai^MeHTOB c speKTMnbHOM flMccfiyHKL^MeM. B to 
BpeMH KaK b ocHOBe fleMCTBMfl TaKMx Qps pMai_\eBTMHecKMx npenapaTOB, KaK VIAGRA®, newaT 
npeMMymecTBeHHo pa3fiMHHbie cf)M3MOfiorMHecKMe MexaHM3Mbi mhmi4mmpob3hm^i m noAqepwaHM* 
3peKi_^MM, refib TecTocTepoHa, npMMeHsieMbiM no flaHHOMy M3o6peTeHMK), 0Ka3biBaeT 
nofio>KMTefibHoe cf)M3MOfiorMMecKoe B03fleMCTBMe m cTMMynMpyeT KaK ceKcyafibHyK) MOTMBai_\MK) 
(T.e. jimSmao), TaK m ceKcyanbHyio aKTMBHocTb. TecTocTepoH KOHTpofiMpyeT 3KcnpeccMK) reHa 
CMHTa3bi oKCMfla a30Ta. Cm. Reilly et al., Androgenic Regulation of NO Availability in 

45 Rat Penile Erection, 18 J. Andrology 1 10 (1997); Park et al., Effects of Androgens on 
the Expression of Nitric Oxide Synthase mRNAs in Rat Corpus Cavernosum, 83 BJU Intl. 
327 (1999). TaKMM o6pa30M, TecTOCTe poH m flpynie aHflporeHbi, HecoMHeHHo, MrpaiOT pofib b 
3peKTMfibHOM flM ccpy hkl\m m . Cm. Lugg et al., The Role of Nitric Oxide in Erectile 
Function, 16 J. Andrology 2 (1995); Penson et al., Androgen and Pituitary Control of 

5Q Penile Nitric Oxide Synthase and Erectile Function In the Rat, 55 Biology of 
reproduction 576 (1996); Traish et al., Effects of Castration and Androgen 
Replacement on Erectile Function in Rabbit Model, 140 Endocrinology 1861 (1999). 
KpoMe Toro, 3aMemeHMe TecTocTepoHa BoccTa h a bji m b aeT aKTMBHocTb okmcm a30Ta. Cm. Baba 
et al., Delayed Testosterone Replacement Restores Nitric Oxide Synthase Containing 
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Nerve Fibers and the Erectile Response in Rat Penis, BJU Int'l. 953 (2000); Garban et 
al., Restoration of Normal Adult Penile Erectile Response in Aged Rats by Long-Term 
Treatment with Androgens, 53 Biology of reproduction 1365 (1995); Marine et al., 
Androgen-dependent Nitric Oxide Release, in Rat Penis Correlates with Levels of 

5 Constitutive Nitric Oxide Synthase Isoensymes, 61 Biology of reproduction 1-12 (1999). 

KaK y«a3aHO b aaHHOM onucaHMM, a^eKBaTHbie ypoBHM TecTOCTepoHa Ba>KHbi Arm apeKi4uiM. B 
oahom BapwaHTe M3o6peTeHMfl AndroGel® HaHocaT Ha noBepxHocTb Tena b coot BeTCTB m m c 
npoTOKonoM, cyMMiipoBaHHbiM b riputMepe 1. c|>apMai^eBTMMecKiiM(uie) npenapaT(bi) flnq neHeHi/m 
apeKTHJIbHOM flMCCtDyHKLlMM 6epyT B COOTBeTCTBMM c npeflnuicbiBaeMbiMi/i Tpe6oBaHnqMM. 

10 HanpuiMep, fl03bi no 50 Mr VIAGRA® o6biHHO npi/iMeHAJOT 3a 20-40 Mi/iHyT flo noriOBoro 

CHOLUeHMfl. KOM6MHMpOBaHHblM nOflXOfl B OC06eHHOCTM npMMeHMM fljiq neMeHMsq 

rwnoroHaflaribHbix My>KMMH, kotopwm Tpe6yK)TCfl noBbiineHHbie ypoBHM TecTOCTepoHa flnn 
o run m m 3a 14M m oc(Dc(DeKTa VIAGRA® m ceKcyanbHOM onbiTHocTM b LienoM. B cyu^HocTM, 
flocTMraeTca cm He pri/icTMHecKM m 3<Jx£eKT. AndroGel®, npeflnoHTMTenbHo, HaHoc^T Ha 
15 noBepxHocTb Tena b TeneHwe BpeMeHM, flocTaTOHHoro flrm flOCTi/DKeHfm CTai^MOHapHbix ypoBHefi 
TecTOCTepoHa. 

B npomo3npyioLi^eM npwMepe 10 My>KHHH b B03pacTe 18 neT m cTapwe npofi3BonbHo flen^T 
Ha rpynnw, nonyHaroLni/ie: (a) 5,0 r/fleHb AndroGel® (flocTaBrmeT k Kowe 50 Mr/fleHb 
TecTOCTepoHa, 1/13 KOTopbix BcacbiBaeTcn okojio 10% mjim 5 Mr) b TeneHue 30 flHew nnioc 50 Mr 
CMrifleHacjDMrmMTpaTa 3a 1 Mac nepefl norioBbiM cHOLueHi/ieM, no MeHbLuew Mepe nepe3 1 fleHb 
nocne AndroGel® Tepanw/i; mjim (b) 10,0 r/fleHb AndroGel® (flocTaBnaeT k Ko>Ke 100 Mr/^eHb 
TecTOCTepoHa, 1/13 KOTopbix BcacbiBaeTcn okojio 10% mjim 10 Mr) b TeneHi/ie 30 flHew nnioc 50 
Mr cMnfleHacfDmiLiMTpaTa 3a 1 nac nepefl norioBbiM cHOLueHueM, no MeHbwefi Mepe, nepe3 1 fleHb 

25 nocne AndroGel® Tepanw/i; uinn (c) 5,0 r/fleHb AndroGel® (flocTaBnaeT k Kowe 50 Mr/fleHb 
TecTOCTepoHa, H3 kotopwx BcacbiBaeTcn OKono 10% Mni/i 5 Mr) b TeneHMe 30 flHew n Hi/mero 
nepefl nonoBbiM cHomeHi/ieM. Jln6nflo, apeKLjMK) m nonoByio aKTMBHocTb M3ynaK)T, KaK oni/icaHo b 
npeflbiflymi/ix npwMepax. 3aaBi/iTenb nonaraeT, hto Bee TecTOBbie xapaKTepMCTMKM noKa3biBa»OT 
noBbimeHMe nonoBOM aKTMBHocTM m cnHepni3M b KOM6i/iHai-^Mi/i. 

30 B flpyroM BapwaHTe M3o6peTeHnq KOM6nHnpoBaHHyK) Tepanwio ocyLnecTBn*K)T c noMoiuibK) 
Ha6opa, coAep>KaL4ero KaK renb TecTOCTepoHa, TaK m cfDapMaLieBTMHecKMM npenapaT ana 
neneHi/m apeKTMnbHOM fli/iccpy h yx\\a \a b Koni/inecTBax, flocTaTOHHbix flna cooTBeTCTByioLnero 
fl03npoBaHMfl neKapcTBeHHbix BemecTB. HaSopbi TaioKe coflepwaT KOMnneKT MHCTpyKL^MM ana 
naLiuiem-a. 

35 Xo™ flaHHoe M3o6peTeHne onwcaHo c npHBneneHweM KOHKpeTHbix BapnaHTOB n3o6peTeHMfl m 
KOHKpeTHbix npi/iMepOB, cneflyeT npi/iHATb bo BHMMaHne, hto 6e3 OTCTynneHi/ia ot o6"beMa 
M3o6peTeHMfl B03M0>KHbi APyrwe BapnaHTbi, ncnonb3yK)L4Me KOHi_ieni_iMK) flaHHoro M3o6peTeHi/m. 

OflMH BapwaHT HacTo^Lnero M3o6peTeHnq BKnionaeT TpaHqqepManbHoe npuMeHeHMe renn 
TecTOCTepoHa, BBOflMMoro coBMecTHo c opanbHow A030M cMnfleHacpuina, b KanecTBe MeTOfla, 

40 Bbi3biBaiOLnero apeKTMnbHbiM oTBeT y ruinoroHaflanbHbix My>KHMH (My>KHMH c ocnaSneHHOM 
nonoBOM cpyHKiji/ieM), KOTopbie He OTBenajOT Ha neneHwe apeKTMnbHOM flncc|)yHKLiMM oahmm 
CMnfleHacfDMnoM. 

B flaHHOM npMMepe OT6npann flo6poBonbL^eB M3 nucna My>KHMH, KOTopbie He OTBenaiOT Ha 
neneHMe apeKTMnbHoPi fluccpy h kl^m \a c noMombio oflHoro cwnfleHacpi/ina, m M3yHann mx b 

45 HecKonbKnx LjeHTpax no BceM Coefli/meHHbiM LLlTaTaM. HccneflOBaHMe 6bino flBOMHbiM cnenbiM 
MCcneflOBaHMeM 1% ren^ TecTOCTepoHa (AndroGel®) m ren« nnai_\e6o. CpeflHuui B03pacT 
nai^MeHTOB cocTaBnnn 58.5 neT. KpwTepi/ii/i oTSopa nai^MeHTOB BKnwManM: apeKTMnbHyro 
flncc|DyHKL^MK) b TeneHMe, no MeHbLueii Mepe, nocneflHiix 3 MecflLjeB, ynacTMe b nocTOfiHHbix 
reTepoceKcyanbHbix oTHOLueHMflx, oTcyTCTBMe oTBeTa Ha neMeHMe c noMombK) 100 Mr 

50 cMnfleHacfDMna (oL^eHKa b 6annax 2 nnui 3 npui oTBeTe Ha Ka>KflbiM m BonpocoB 3 m 4 

Me>KflyHapoflHoro 1/lHfleKca OpeKTMnbHOM <t>yHKLjw/i (HEF), cm. HM>Ke) m cbiBopoTOHHbie ypoBHM 
TecTOCTepoHa ot hm3kmx ao hm>khmx HopManbHbix (<400 Hr/fln co6paHo flo 10:00 yTpa). 
IIEF npeflCTaBnaeT co6om KpaTKyK), Hafle>KHyK), caMocTo^TenbHo npwMeHfleMyK) aHKeTy 
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apeKTMjibHOM ct>yHKLiMM, i/icnonb3yeMyK) b cMeiuaHHbix KynbTypHbix coo6mecTBax Ana 
o6Hapy>KeHi/m i/i3MeHeHnfi y nai_ii/ieHTOB, Bbi3BaHHbix neneHi/ieM. IIEF coctomt m 15 BonpocoB, 
OTHocfl miixcfl k MHflMBMflyaribHOMy ceKcyanbHOMy noBefleHMK). Ka>KflbiM Bonpoc BKjiK)HaeT 6 
B03Mo>KHbix oTBeTOB (0-5, npimeM 0 03HaHaeT oTcyTCTBMe sctKfceKTa, KaK npaBMno, a 5 
03HanaeT OTcyTCTBMe npui3HaKOB (noKa3aHMM), KaK npaBmio). Ha ocHOBe aHam/i3a ocHOBHbix 
KOMnoHeHTOB LiiKanbi onpeflejiflKrr nyiTb cfraKTopoB mjim o6nacrreM (AOMeHOB) otbgtob: (1) 
3peKTnnbHafl (J)yHKi4Mfl (EF); (2) Opra3MMHecKafl cfryHKMMfl (OF); (3) Jln6nflo (ceKcyanbHoe 
>KenaHne) (SD); (4) YAOBjieTBopeHKie ot nonoBoro CHoweHi/m (IS); (5) 06mee yAOBjieTBopeHi/ie 
(OS). 

Bcero 75 nam/ieHTOB 6bino 3aperncTpnpoBaHo m npon3BoribHo pa3AeneHo Ha rpynnbi, 
nonyHaiOLULie 5.0 r/AeHb AndroGel® (AOCTaBKa k Ko>Ke 50 Mr/AeHb TecTOCTepoHa, M3 KOTopbix 
BcacbiBaeTCfl 10% mjim 5 Mr) nnioc 100 Mr cnriAeHact)Mna (3a 1 Mac ao nonoBoro CHOiueHi/m) mam 
5.0 r/AeHb nnai4e6o rerm nnjoc 100 Mr cnriAeHac|DMria (3a 1 nac ao nonoBoro CHomeHi/ifl). 
Cy6i»eKTbi nonyMariM 5 r/AeHb AndroGel® i/mui nnai^e6o rerm Mepe3 MMCTyio cyxy»o Ko>Ky 
nonaTOK, nneM, m/mjim wenyAOK n opanbHo npMHMManii 100 Mr/AeHb cnnAeHac|Di/ina. riai^i/ieHTOB 
neMMjiM b TeneHMe 12 HeAerib. npeABapi/iTenbHbiw aHanui3 67 cy€>"beKTOB Ha 4 HGAexie noKa3an, 
hto AndroGel® 3HaHMTeribHo noBbiiuaeT oTBeT Ha cnriAeHac(3Mn b o6nacTnx EF, OF m OS m 
o6u^yK) oi^eHKy IIEF b 6annax no cpaBHGHMK) c njiai^e6o reneM. OcHOBHbie pe3yribTaTbi 
BKnioHanM cpeAHee M3MeHeHne no cpaBHeHMK) c 6a30BOM nnHMeM (BL) b AOMeHe apeKiwibHOM 
c|3yHKL^Mi/i IIEF. BTopuiHHbie (AonojiHMTenbHbie) nonyneHHbie noKa3aTenn BK/iJOHariM cpeAHee 
m3mghghmg no cpaBHeHMio c 6a30BOM riMHMeM b Ka>KAOM M3 ocTaribHbix neTbipex aomghob m 
oQu\e\A OL^eHKM b Sannax IIEF. Oi^eHKn 6e3onacHocTM BKruoHanii c|3M3MHecKoe MccneAOBaHMe, 
yponorwHecKoe MccneAOBaHMe, PSA, noKa3aTenn >km3hghho Ba>KH bix ctDyHKL^fi, na6opaTopHbie 

MCnblTaHMP M no60HHbie acfecfceKTbl. 



Ta6jiMLia 20 

nonyMeHHbie noKa3aTejin IIEF 


IIEF AOMeH 


M3MeHeme no cpaBH3HMio c BL (cpeflHee+SD) 


P* 


AndroGel ®+cmifleHacpiin 


nnai^e6o+cnnfleHacpMji 


dpeKTMjibHan cpym<miq 


5,65+6,66 


2,97+5,13 


0,037 


Opra3MiiMeci<afi cpymaj;. 


1,53+2,38 


0,36+2,03 


0,019 


CeKcyajibHoe we/iam/ie 


0,44+2,02 


0,00+1,68 


0,211 


YflOBjieTBopeHue ot cHoujeHMH 


2,21 ±2,33 


0,70±1,94 


0,250 


06mee yAOBneTBOpeHMe 


1 ,62+2,26 


0,61 ±1,98 


0,046 


OQui&n 0L\9HKa (6aji.nbi) 


10,44+13,21 


4,64+9,88 


0,022 


*flo wieTOfly flMcnepcuoHHoro aHanu3a (ANOVA). 



KaK noKa3aHo b stom Ta6nni_\e, Tepanwq TecTocTepoHOM c noMombio TecTOCTepoHa-rerm 
noBbnuaeT 3peKTnn bH bi m OTBeT Ha ci/inAeHacfei/in m Mo>KeT npi/iMeHflTbca npi/i neMeHMM 

3peKTMJlbHOM AMCC|DyHKLlMM y My>KHMH C HM3KMM 1/1X11/1 HI/DKHUIM HOpMailbHblM ypOBHeM 

TecTOCTepoHa, KOTopbiM He noMorno npeAbiAymee neMeHne oahmm curiAeHacfDMnoM. Xoth b 
AaHHOM MccneAOBaHMM ncnojib30Bancfl cmiAeHac|DMn TecTOCTepoHa, HacTOflinee M3o6peTeHne 
He orpaHMHMBaeTCfl ToribKo stum oahmm bmaom MHrM6nTopa ct)occt)OAM3CTepa3bi Tuna 5. ripn 
ocymecTBrieHMM M3o6peTeHMfl Moryr npMMeHflTbcn m APyrwe MHrn6nTopbi ct)occt)OAM3CTepa3bi 
Tuna 5, b nacTHOCTM BMArPA. 

<J>opMyna M3o6peTeHMfl 

1. CnocoS noBbiiueHMfl scfDcfDeKTMBHocTM MHrn6nTopoB cfDOCct50AM3CTepa3bi Tuna 5, 

npi/IMeHfleMblX A^lfl neHeHMfl SpeKTHJlbHOM AUCCtDyHKLlMM y My>KHMHbl, 3aKJ1K)HaK)LL\l/IMC^1 BO 

BBeAeHMM nepe3 Ko>Ky naLjuieHTa cf)apMaLjeBTMHecKM 34)4)eKTMBHoro KoriMnecTBa TecTOCTepoHa b 
BOAHO-cnupTOBOM rexie b BMAe c|DapMaL\eBTMHecKOM KOMno3MLinn, coAe p>Ka me m TecTocTe pOH , no 
MeHbLuew Mepe, oamh M3 cnnpTOB C1-C4, ycuiriMTenb BcacbiBaHi/m, 3arycTMTexib m BOAy, Hap^Ay 
c npMMeHeHuieM nai^i/ieHTOM MHrn6nTopoB c|)occt)OAM3CTepa3bi Tuna 5. 

2. Cnoco6 no n.1, <yrT\w*a\ou\\A\Acn TeM, mto nai^uieHT ABj-meTCfl ayroHaAanbHbiM. 
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3. Cnoco6 no n.1, oTni/iHajomi/iMCfl TeM, hto MHrn6nTopoM cf)occt)Ofli/i3CTepa3bi Tuina 5 
nsnnejcn cMjifleHactDun 141/iTpaT m ero conn, n po 1/1 3 bo ah bi e m aHaHTMOMepbi. 

4. Cnoco6 no n.1, oTni/maioiUMMCfl TeM, hto MHrn6nTopoM cf)occt>ofli/i3CTepa3bi Tuina 5 
9\BH9\eTC9\ BI/IArPA. 

5 5. Cnoco6 no n.1 , oTni/inaioini/iMCfl TeM, hto ycunuiTejib BcacbiBaHMq npeflCTaBrmeT co6om, no 
MeHbLuew Mepe, oflHy M3 >KnpHbix kmcjiot C8-C22. 

6. CnocoS no n.5, OTnMHaroLMMMCfl TeM, hto >Ki/ipHafl KuicnoTa coflepwi/iT ariKMnbHyio i4enb 
n poTfl>KeH HocTbK), no MeHbiueM Mepe, b 12 yrnepoflHbix aTOMOB. 

7. CnocoS no n.1, oTnMHatomMMCfl TeM, hto C1-C4 cni/ipT npeflCTaBrmeT co6om, no MeHbiueM 
10 Mepe, oflMH M3 cneflyKDiMMx cnwpTOB: 3TaHon, 2-nponaHon, H-nponaHon m mx cm ecu. 

8. CnocoS no n.1, oTfiMHatoiUMMCfl TeM, hto yci/ini/iTe/ib BcacbiBaHi/ifl npeflCTaBrmeT co6om 
M3onponnnMMpMCTaT. 

9. CnocoS no n.8, OTnnnaK)LmiMCfl TeM, hto KOMno3i/mi/m coflepwiiT okoho 1,0 Bec.% 
TecTocTepoHa. 

15 10. Cnoco6 no n.8, OTjiMHajomnMCfl TeM, hto M3onponnnMMpncTaT coflepwMTCfl b Koni/iHecTBe 
okojio 0,5 Bec.%. 

11. Cnoco6 no n.1, OTjii/inaiomi/iiicfl TeM, hto 3arycTi/rreneM flBnaeTCfl CARBOPOL. 

12. Cnoco6 no n.1, oTjiuiHaiomMMCfl TeM, hto cfrapMaueBTi/iHecKafl KOMno3W4i/m coflepwiiT, 
Bec.%: 

20 TecTOCTepOH 0,1-10 

M3onponujiMMpiiCTaT 0,1-5 
3TaHon 30-98 
3arycrrviTe/ib 0,1-5 

13. Cnoco6 no n.1, OTJii/inaiomMMCfl TeM, hto nai4neHTaMM HBrmioTCfl My>KHMHbi, CTpaflaKJLMMe 
25 rnnoroHaAM3MOM. 

14. Cnoco6 no n.1, OTni/iHaK)Li4MMCfl TeM, hto nai4neHTaMM flBrmKrrcfl My>KHMHbi, CTpaflaioLmie 
nepBMHHbiM rnnoroHaflM3MOM. 

15. Cnoco6 no n.1, OTJiuinaiomi/iMCfl TeM, hto ctiapMai^eBTMHecKyK) KOMno3MLiMK) bboaat 
e>KeflHeBHO. 

30 16. Cnoco6 no n.1, OTJii/inaioLiv/iMCfl TeM, hto BBefleHi/ie npeflCTaBrmeT co6om HaHeceHMe 

KOMno3Mi4MM Ha npaBoe mhm neBoe npeflnnenbe uini/i nneno m Ha npaByio mjim neByio CTopoHbi 

>KMBOTa oflMH pa3 b fleHb noonepeflHo. 

17. Cnoco6 no n.1, oTjiMHajOLUMMCfl TeM, hto cfrapMaLieBTi/iHecKM scjDC^eKTMBHbiM Koni/inecTBOM 

TecTocTepoHa ABrmeTca 75 Mr b fleHb. 
35 18. Cnoco6 no n.1, OTjiMHajoiUMMCfl TeM, hto o6ecnenMBaK)T cTa6wnbHbie ypoBHui 

TecTocTepoHa. 

19. Ha6opflrm rieHeHum opeKTMfibHOM flwcct>yHKi4i/ii/i, coflepwamwfi mhtmSmtop 
cf)occt)OflM3CTepa3bi Tuna 5 i/i ct>apMai4eBTMHecKyio kom no3i/i uy\ \o fljia npe3Ko>KHoro BBefleHMfl b 
BMfle BOflHo-cnwpTOBoro rerm, coflepwamero TecTocTe pOH , no MeHbwew Mepe, oamh M3 C1-C4 

40 cnwpTOB, ycMfiMTenb BcacbiBaHi/m, 3arycTMTenb m BOfly. 

20. Ha6op no n.1 9, OTjiMHaJOLi^Miicfl TeM, hto MHrn6nTopoM c[)occt)Ofli/i3CTepa3bi Tuna 5 
ABrmeTCfl cmifleHac|DMn i^MTpaT m ero conn, npon3BOflHbie m sHaHTMOMepbi. 

21. Ha6op no n.1 9, OTni/iHaiOLLii/iMCfl TeM, hto MHrn6nTopoM ct)occf)OflM3CTepa3bi Tuna 5 
qBrmeTCfl BMArPA. 

4 5 22. Ha6op no n.1 9, OTjii/inaiOLm/iMCfl TeM, hto BOflHo-cnupTOBOM rerib coflep>KMT, Bec.%: 

TecTOCTepOH 0,1-10 
M3onponmiMMpncTaT 0,1-5 
STaHon 30-98 
3aryCTMTejib 0,1-5 
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